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FORBVORD

The Dept Clinical Investigation, formerly ILdical Research and
Development, is entering its 16th year of operation. Largely through
the efforts of CL Norman Ream, MC, Consultant for Clinical Investi-
gation, HSC, and his staff, Departmental status was achieved in FY80.
COL Ream and his staff are also to be commended for their efforts in
decentralizing the protocol approval process. Monumental gains have
been realized in this area.

Personnel shortages and uncertainty persisted, but budgetary
progress was realized in FY80. The Department is particularly indebted
to BG Kenneth Cass, Commander, WBAMC Jul 1979 - Jul 1980, who recognized
the importance of Clinical Investigation and reversed a two-year downward
spiral in (NA funding, and who was instrumental in approving construction
of a portable building which will greatly expand the training and research
capabilities of the Biological Research facility of the Department. The
Dept of Clinical Investigation also appreciates the continued support shown
by BG Chester Ward, MC, Commander WBAMC, Aug 1980 to the present.

The Department nas fulfilled its mission in a productive manner.
The investigators who actively pursued their projects, frequently
utilizing their own hours from off-duty tine and occasionally providing
their own funds, are to be especially conmended. All investigators for
each work unit are identified in the respective reporting sections.

The contributions of the many nurses, technicians, corpsmen and
administrative personnel who are vital to the successful implementation
of clinical research projects are acknowledged.

I am grateful for the editorial and typographical assistance of
Ms Peggy Casteel in the completion of this document and to the remaining
staff of the department for their varied areas of contribution.

Accession For //. v"

Y- C T, L.L. PENNEY, M.D.
" - COL, MC

| On_ , C, Dept Clinical Investigation

.-. - '
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37(4):243, 1980.

Old, C.: Diuretic Therapy. Presented at the District I Medical Society of
Texas Medical Association, February 1980.

Old CV, Lehrner LM: Prevention of Radiocontrast Induced Acute Renal Failure
with Mannitol. Lancet 19:885, 1980.

Olexa LJ: Procedure for Determining Gastric Reflux. Presented at the Rocky
Mountain Chap, Society of Nuclear Medicine Meeting, March 1980.

Paris JA: Where Do We Stand on Aortic Valve Replacement? Presented at the Dist I
Medical Society of Texas Medical Association, February 1980.
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0()% V 4t I lcilercL 1i , K ill m V. 1CccidiouhWcos i - irqIctinI'Tt1\
\:-Cp[ted to'UPIica i in -ri cali I (tlstet (Nneictl.

'IL .ov- I, I I 11 tnhert If-, Kill am AP: Cccidi orrrvcos is Coujlicating Prcialic,
P 'resent cd at the I\n'vd Forces Dli s tri ct , Ameni can Vol leie ulm, te t v;nvT\co I m a
%lit on i o , FX Oct I1Q0>

'tt( rs on 1) r e I5ancA' i n Pat i ent . N i h C rd i aIC I'Mo thVS u I . C RI -e 11 > uld
a- fkcview o f t IIe I Ate rat ure . Presented at the Ared Forces Dstrict , *\iiricmu
('ollelie rOhstet (lynecol , San Antonio, TX Oct 1979.

Otterson hWN: (Csarean Ilvsterectomv. Presented at the Annual Clinical MLtincv
of thc *:rrrican College Obstet (Gnvcol , New Orleans, LA May 1980.

Rcuaiv K : The Treatment of Vaginismus by the (Nmecnlogist: Anq I ckect c -Approach.
Pr's ented at the Armed Forces District, Amrican (TCollege Obstet (7vnccol , ;u
\nitonio, TfX Oct 19179. (Chosen best staff paprer on gynecology fror a teachlinv
hospital.
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Rearr,, K, tNite : Sexuality and Pregnancy: A Review. Submitted for publication.

DF.PAIMIENT OF PATlIOioiy

Friedman It: Predictive Modelinj, for Military Environmental Stress. Progress
Reports of the U.S. Anm Institute of thvironmental Niedicine. *Jul 1980.

Herrera G, Reimann B: The Differential Diagnosis of Malignant Tunor Us.ing the
Electron Microscope. Presented at the Society of Armed Forces Medical Laborator.
Scientists, Wash DC, Nov 80.

Herrera G: Ncnossifying Fibroma: Electron Microscopic Examination of a Case
.Sup porting a Uistocvtic Rather than a Fibroblastic Origin. Submitted to
Human Patholog", Sept 1980.

Iterreri G: Malignant Schwannoma 'ith Rhabdomyoblastic Differentiation Arising
in a Iong stand;ng Chronic Osteomyelitis. Accepted for publication iiL Cancer.

Herrera G: Histiocytic LyNphoma Arising at the Site of Injvction of Antilvrphatic
(;,fkulin. Accepted for publication in Military Medicine.

CIarcia ll, Lossinskv AS, Kauffman FC, Conger KA, Mena 1H. Fine Structure and
biochemistry of Brain Idema in Regional Cerebral Ischemia. in Cerebrovascular
DisezLses, Raven Press: New' York, 1979.

. ena If, Garcia J11, \'elandia F: Central and Peripheral Mvyelinopathy AssociatedIith Systemic Neonlaisia and Chemotherapy'. Submitted for publication.

Rtimann BIF, Smithi MC, Diaz -IA: Iesions in the Renal Cortex in Sjorgrtn's
Svndror. Submi tted for publication.

feimarn BtF, iAke I L, Floyd GI: Fixation, Efibedding, Sectioning, and Staining
of Algae for Flectron 'licroscopy. Chapter 23: 11andhook of Phvcolopical ethocds:
Developmental and Cvtological Methods. .antbridpe tniv Press: Cantiridge, 1980.

Reimann BFF: The Istablishment of the New Electron icroscopy Laib in the Hospital
.:nnex. Presented at the Society of Armed Forces Niedical laboratory cientists,
W'ash DC Nov 1980.

Burns BR, Lampe RN, Hansen (I: Neonatal Scabies. Am I Dis (11ild 1.33:1031, 1979.

Butler AB, Schydlower M, Swaney J.L, Schwab JA, Shervette RF: On Nocturnal
Fissions - A Sojourn into Neverland. Jl(:* Sep 80.
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Heath R: Indications for Ventilator' Assistant. Presented at the Neonatal
Intensive Care Seminar, Texas Tedi Regional Academic Center, Dec 1979.

Heath R: Streptococcal Disease. Pancl discussion, Presented at the Neonatal
InterLive Care Seminar Texas Tech Regional Academic Center, Dec 1979.

Heath RE1: (1cline iosphotrasferase Activity Following Corticosteroid Therapy.
Submitted for publication.

Heath RF, Kill AP. ct al: Farly ()tset Group B Streptococcal Disease: Evidence
for a Toxin. Pediat Res 13:461, 1979,

.zampe R, Frederick R, Teaslev C, Rdirison IV, Weir M?: Bacterial Antigen Detection
bY (otterirnLoelectrophorn, s is: Experience at a Military Teaching Hospital.
Prsented at tie tiniforr' Services Pediatric Seminar, Tacoma, Wash. Mar 1980.

aipe P M, McKie K, (-,rirr D, Weir MR, Rogers S, Artelejo L, ,IcLeod 1IL, Aspinall K:
A Clinical Trial of Antihistamine, Decongestant, or Placebo in Antibiotic-Treated
\cutc )titis kdia Followed with Pneunatic Otoscopv and Impedance Tympanometry.
uJ1ited for publication to ilitarn .Vedicine.

Poole VrM, Brown 1, l.unqe RM: Acromial Scapular Fracture in the Battered Baby
;,n'romc . ;t,&bmittcd to Amer T Dis (ild.

"ichvdli, er ,!, Schwab IA et al: The Adolescent Breast: Disorders and Evaluation.
PnreclIted at the .AIfll Meeting, American Acadeiy of Pediatrics, San Fr-mcisco,C.\
Oct 1 -'.1 5 ilvcr .%,ard v%,inner. Also exhibited at the American College Obstet
,,ntcU! (oi vent ion.

;Mhdlo,1,r !: Adolescents anid Pediatrics. JAMA 243:1526, 1980.

SAwdh ,er ;I: Risks of Contraception with the Intrauterine Device. Accepted
for publication in Journal Pediatrics.

,'eir %4R: Natriuretic seizures in Infancy: The Case for SI.AII.
.,ccepted for nublication in Military Medicine.

Ther-ctte R1 , 1 cvdloN er M, lampe RM, tearnow RC: Managing the Seeds of
Madnez. l:jiertzeno" Me'dicine 11:158, 1979.

1.;",e 1PN, 11.'eir M, MCILtod 1, A.-pinall K, Artalejo L: Tympanometry in Acute Otitis
'kcdia: Prognostic implications. Presented at the 1Sth Annual Uniforned Services
l'cdiatric S-ecminar, S)eattle, Wash Mar 1980. Selected for competition for the
',!argileth A ,ard foi the best Clinical Paper.

ci r 'iF: kk-tlp4mrk Kidney. :;ubmitted for publication.
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White CB, Lampe RL, Copeland RL, Morrison RE: Hemophilis Arthrophylis Necrotizino

Fascieitis in a Previously Health) Adolescent. J Pediatrics Oct 1979.

DEPARRENT OF PSYCHIATRY

Crandell EO: The Effect of Instructional Pretraining and Type of Treatment on
the Acquisition of Assertive Behavior. Dissertation in partial fulfilment for Doctor
of Philosophy in Psychology.

SOCIAL WORK SERVICES

Gulley MI: Discharge Planning Process: An Interdisciplinary Approach. In press
Military Medicine.

EEPARTMENT OF SURGERY:

Cavanaugh DC, Livaudais W, Paris J, Geer TM: Pericardial Rupture with Complete
Luxation of the Heart. Submitted for publication.

Collins J: Platelet Survival in Dogs with Thoracolumbar Aortic Bypass Grafts.
Presented at the Annual Clinical Investigation Conference, San Antonio, TX Sept 1980.

Gum RA: Proposed Design for a Fatigue Cap with Improved Protective Features.
Accepted for publication in Military Medicine.

Gun RA, Shively RL, Northington J11, Williamson GB: A Simple Postoperative
Blepharoplasty Dressing: Accepted for publication in Plastic and Reconstructive
Surgery.

Gum RA: Let's Change Hats. Presented at the Symposium of Military Plastic
Surgeons, Wash DC Jan 80.

Northington JW: Sweat Gland Carcinoma. Presented at the Symposium of ilitary
Plastic Surgeons, Wash DC Jan 1980.

Shively RE: The Spread of Sensibility into Previously Anesthetized Skin
Following Intercostal Flap Transfer in a Paraplegic. Presented at the Symposium
of Military Plastic Surgeons, Wash DC Jan 80. Glen Burt Memorial Award for the
best paper by a military plastic surgeon who completed his residency less than
five years previously.

Shivley RE, Northington JW, Williamson G, Gum RA: Ideas and Innovations A
Reapplicable Elastic Skin Graft Bolster. Submitted for publication.
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UNI T SULMIARY

OBJECT I VS

The Department of Clinical Investigatioh, William Beaununt Arm.
M.edical Center, was established 2 February 1965 as the Medical
Research and Development Service. The mission is to promote and
coordinate clinical research and directed basic research. The policies
and objectives are outlined in Department of Defense Directive Nutber
6000.4 dated 7 April 1971:

"Clinical investigation is an essential component of optimum
medical care and consists of the organized inquiry into
clinical health problems, for the following purposes:

1. To achieve continuous improvement in the quality of
patient care.

2. To provide experience in the mental discipline achieved
by participation in such organized inquiries, and to
provide experience for personnel who will ultimately be
teaching chiefs in military hospitals and medical
specialty consultants.

3. To maintain an atmosphere of inquiry because of the
dynamic nature of the health sciences.

4. To maintain high professional standing and accreditation
of advanced health education programs."

[he 1k'partment supports in-house research projects by AMEDD staff
nLmlcrs, residents, and interns, assisting in the formulation, prepara-
tion, and promulgation of research protocols and final research publica-
tions. The Department furnishes experimental design and statistical
anld technical expertise, develops and carries out special laboratory
procedures, and provides general support in terns of equipment, supplies,
and animal resources when necessary. The creative and inspirational
cnvi ronment and technical knowledge available serve to stimulate the
undertaking of ba-sic and clinical medical and paramedical research at
ill iam Beawtnont Army" Medical Center by staff members, and interns and
1-,sidents in training, as well as provide a basic instructional facility

to elucidate the principles auid conduct of research.

In addition to the primary mission, as stated above, the Department
is active in supporting several training and teaching programs involved
with direct patient care. As examples, ILT Klenke conducts a year-long
health physics course supplemented with statistical revie for the
Nuclear Medicine Fellowship, and the Department participated in a three-
month formal lecture series on -adioimmtmoasay. The Biological Research
Facility directly supported approximately 450 anesthesia and surgical
ass iqtance training procedures ranging from minor suturing techniques
for the Clinical Specialist Course students through aortic bypass grafts
for the surgical rvsidents. I'xanples of formal training protocols
,uppIrte(l h the department are detailed in Appendix 1.



The department has provided scientific and administrative
computational support to the Department of Nursing, Patholog ,
Medicine, Surgery, and Logistics Division of WBA1C. The departmnt
provides this support as it alone possesses unique skills and
equipment necessary to perform the tasks. The tasks may reoui ei
mathematical modeling, statistical analysis, or graphical represen-
tations. The specific support provided FY80 is as follows:

Nursing requested statistical verification of workload data
collected in a proper manner. An automated infectious control ,rograr.
is being considered.

Logistics has been provided with programs to maintain its M.DCAS7
program, the purchasing program for the Bradley Annex under construction,
linen control program, and expendable item control program.

The Department of Medicine required statistical analysis of data
for presentation and programs were written to capture and evaluate
such data.

In addition, all radioimmunoassay calculations and reports performed
by Nuclear Medicine were done utilizing equipments and programs provided
by the Department of Clinical Investigation

TEQINICAL APPROAGI

The Dept of Clinical Investigation provides support for staff
research projects under the guidelines of the Declaration of Helsinki,
Clinical Investigation Program (AR 40-38), and the Use of Investigational
Drugs in Humans and the Use of Schedule I controlled Drug Substances
(AR 40-7). Research is conducted under protocols approved by the
Research Committee (WBAMC HR 70-4), the Human Use Committee (BVAMC
HR 40-38) and the Radioisotope Committee (WBAMC H{R 40-37) where appli-
cable. Following at least three years of discussions, conferences,
and debates at the Annual Clinical Investigation Conferences , as well
as various interval communications, HSC Regulation 40-23 was drafted in
final form. The Commander, HSC, MG Marshall McCabe, approved the
regulation 'Management of Clinical Investigation Protocols and Reports"
and it was implemented 28 Dec 79. This regulation represents a signi-
ficant change of policy in the recognition of local expertise,
authority and responsibility. It decentralizes the approval process
for several categories of protocols. Further decentralization seems
appropriate. In those research protocols utilizing laboratory animals, the
investigators follow guidelines set forth in "Guide for Laboratory
Animal Facilities and Care," published by the Cormittee on the Guide
for Laboratorv Animal Facilities and Care of the Institute of Laborator-
Animal Resources, National Academy of Sciences-National Research Council,
and the criteria established by the American Association for Accreditation
of Laboratory Animal Care.
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Ti1t l1e SS I /"S Auth Ass igned Name

M -Ie U 0-5 Penney, Larr. L., MC
Nuc .ed Sci/ 68B 0-3 0-2 Klenke, WJ, .TQC
Admin Off

Biochemist/ 68E 0-3 0-4 Sellers, M.E., FC
AVst Chief

Vet Lab Aninmal Off 64C 0-3 0-3 Parker, C., VC
Med Lab Sp 011120 F-S E-6 Robinson, Bryan
Vet Anim Spi 91T20 E-3 F-4 Lee, Daniel F
Vet Anim Sp 91T10 E-3 E-4 Graf, James P
%et Anim Sp 91T10 E-3 E-4 Lipp, Gary,
Vet Anim Sp 91TIO E-3 E-4 Revels, Scott
111th Tech 00699 GS-7 GS-7 Revels, J.F.
Anm Res Asst

Anm Caretaker 07706 1VG-3 WG-1 Burton, A.D.
Chemist 01311 CS-11 GS-11 Rauls, D.O.
Microbiologist 00403 GS-11 CS,- Il Frederick, R.
(Iermist 01320 CS-9 GS-9 Sandison, S .W.
(hem ist 01320 GS-9 CS-9 Meyers, T.
k d L.ab Tech 00645 C -7 GS-7 Manna, B.S.
1k1d Lab Tech 00645 CS-7 GS-6 Abshire, T.
tEditorial Asst 01087 GS-7 C-7 Casteel, P.J.
\Ied Lab Sp 011120 Recognized Requirement - Not Authorized
Vet .Ann Sp 91T10 " " "

LMItNDITURES FY77&7T FY78 FY79 FY80

Personnel (Civilian) 148,153 118,995 151,769 171,444
Cor usable Supplies 56,831 35,923 34,392 60,134
WDC ASF Equipment 48,324 33,169 37,333 140,868*
Capital Equipment - - 2,425 10,427
'DYM 3,485 2,805 1,179 1,469
Contracts, Services, Printing
and Reproduction 4 327 3,053 937 1,02S

TUAL $261,120 $193,945 $228,035
MIilitary Pay 141 385. 167,437

369,420 $556,272

The actual MEDCASE expenditure was about $82,000. Approximately $58,000
of the above total was paid in FY80 for equipment received in FY79. (See
FY79 Annual Progress Report). The Dept Clinical Investigation further
accounted the supply expenditures into general office,$3116; general
laboratory (divided among twvo or more protocols or for maintenance,
standards, etc), $18,189; and general biologic research facility
(primarily training protocols)$13,851. The remaining $25,028 was spent
on 21 specific protocols and the amount is noted under consumable sunplies
on the appropriate detail sheets.

" ,;, ... .... , .. ...-,. . . . ,. .. ..,i . i~ 1 1 1 I I -l . ..



It is imnossible to account equipment, personnel, TDY and
general supplies to specific protocols. However eliminating terminated
protocols there were 99 active protocols in FY80. The following figures
will be high estimates because a portion of personnel, supply, and equipment
expense is for training as opposed to research. Furthermore all of the
salary for the C, Dept Clinical Investigation is accounted here and a
portion of his time is actually spent in patient care and teaching.

Comptroller data listed above 556,272 indicates an overall
average of $5619 total expenditure per active protocol. Several of the older
protocols received more limited funding in deference to those more current
It is also important to note that a large clinical study, with little or no
equipment or laboratory expense, can be quite costly in terms of personnel
for administration, data collection, and reduction, conittee preparation,
annual review, HSC and OTSG coordination and manuscript preparation. The
average personnel cost for these services exceeds $500 per protocol for the
1VBAMC, DCI. Partly due to the avalanche of regulations and increasing
numbers of forms, minutes, etc., which must be maintained and distributed,
the supply cost for paper, clins, staples, folders, and other strictly
administrative materials bave risen to an average of $31 per protocol per year.

TDY for minimal continuing education and mission-essential training
was granted. The departent provided no TDY trips for any investigator to
present findings at professional meetings.

The department had two recognized requirements unfilled in nY79,
but all authorized positions were filled. The modest increase in numbers
of protocols accepted and completed, and in publications and presentations
attest to the value of stabilization as noted in the FY78 report. Stabiliza-
tion of principal investigators continues to be a problem as witnessed
partially by the number of terminated protocols.

PROGRESS: During this fiscal year WBAMC authors had 63 articles or
presentations published or accepted. Eleven new submissions and seven
previously reported submissions are still pending. A tabulation of pertinent
workload and dispositions compared to budget (not adjusted for inflation) for
the past five years follows: (FY77&7T have been combined, but adjLustment to
12 months is shown in parenthesis)
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DFPAP.ME-NTF OF CITNICIV, INWTSTIC-ATION
WVILLIAN BI3FMN AMTY MEDICAL, CENTR

FL PASO, TEXAS 79920

DETAIL SHET

Normal Values of Serm Triiodothyronine (T3) as, Deten-.iined hY
TITLE: Radio immunoassay in Various Chnrical Luthvyroid States

WNORK UNIT NO: 75S/07

PRINCIPAL, INVESTIGATOR: COL 1.1.. Penney, NfD: Douglas Daniels, DAC

ASSOCIATE INAT-STIGATORS:

ORBJEC'TS

Determine normal values of T3 for: (a) Prognanc ' during all three
trimesters. (b) Females taking oral contraceptives. (c) Ii-uth%-roidI
Hlashimoto's Disease. (d) Other thvroiditjses.

'TCINICAL APPROACHI

Scrum sanples will he obtained from patients duringo 1st, 2nd, and 3d
trimester of pregnancy; females on oral contraceptives for at least
three mnths;' euthyroid patients with Hlashimoto's thyroiditis before
treatment with thyroid hormone and after treatment with Svnthroid;
patients with thyroiditis (subacute) . Clinical histories will he
ohtained and the clinical thyroid state will he determined. TIhe sermi
samples obtained will be evaluated by radioi mnoassay. Dten-nnat ionof the inclu~sion into the proposed categories will be from clinical
diagnosis, clinically determined thyroid state and appropriate laboratol-n:

-PROGR1"SS

Papers have heen published in Clinical Nuclear Iedi cine 1vr n
studies of T3 values in pregnancy and in patienit- s ith chii1C rnMl.
failure on dialysis. No further studies have beeni conductedi xuic
none are anticipated in the near future.

STNIMS: Completed



D!)AIT Ifl:N (II'IC.M. INX7!SII(LATIO.\
1','I,1AM BFLAIR". Atn'1Y 'IDICIA. (]:NTER

fl. ..So, 1.XA 79920

IT . I, L SII"

TITLE: Isolation and PuNrification of (loline Phosphotransferase

I'OR NIT N(: ) 7,/30

PRINCIPAL INVESTIGATOP: (PL L.L. Penney, MI)

ASSOCIAFE NA\TSTIGATORS:

OBTE(TYI\VES

To 1-velop a mthod for the isolation of choline phosphotransfera-se
from lung tissue and correlate respirator, distress with the presence
and specific activitA" of this enzvfe.

T LNICAL APPROAl

MIicrosomal and lysosomal fractions of lung tissue will he subjected
to standardi zed enz-m e purification techniques. Cofactor effects will
he studied in order to assess possible prophylaxis development in
casses of respiratory distress.

PROGRESS

. manuscript wa reported last year. Additional specimens were
collected in F)'80, but analysis to date is incomplete. Further work
will be reported and fInded tnder protocol 77/25.

1 5-STATIJS: Forno]eted
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DFPARIWNT OF CLINICAL INWVSTIGATInN
WILLI BEAUWNT ARMY MEDICAL CNTE.R

EL PASO, TEXAS 79920

DTAIL SHEET

Penicillin Alone vs Aipicillin and Gentamicin in the Treatment
TITLE: of Group B Streptococcal Sepsis

WORK UNIT NO: 78/15

PRINCIPAL INVESTIGATOR: Robert Frederick, PhD, DAC

ASSOCIATE INVFSTIGATORS:

OBJECTIVFS

To determine the in vivo and in vitro killing rates of these antibiotics.

TEINICAL APPROAQI1

Scintillation counting will be used for in vitro studies. Serial blood
cultures will be used for in vivo studiesw-Tha rabbit model.

CONSUMABLE SUPPLIFS

$510

PIWGRFSS

The clinical isolates used in these experiments have been shown to be
"tolerant" to penicillin at 100 to 500 times the minimal inhibitory
concentration of the antibiotic. Despite the loss of 311 glycerol con-
taining cell constituents after treatment with the antibiotic, there
appears to be no significant morphological changes in the cell wall or
capsular material of surviving cells as seen in electron micrographs.
The original principal investigator resigned and the protocol has been
continued by the previous associate investigator.

STAIJS: Ongoing
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l)IPAR1ILNI' OF (IIv\1 Al INVESTIGATION
',II.l.TA B.IEAJMN' RM'" MEDICAL CETR

EL I.ASO, TEXAS 79920

I)lT II. SIFT

TITLE: Theoretical and Ap)plied Techniques in Garsa Camra Uniformitv
Oualitv Control

PRIN CIPL I STI Ct'(R: 111 1..I. Klenke, ',FC

ASSOCIATI IN\TSTIATCP ,: LTC W.F. Kendall, M5C

, ~OBEItVE \qS

To develop the theoretical, mathematical basis for defining the separa-
tion distance between a gara camera and a point source for which
exposure variations across the face of the gamna camra are reduced to
a statistically insignificant level.

Tt-O NICAd, APPROAQI

A coqmuter program ill be used to calculate the exposure rate at each
location on a grid imposed on the face of standard and large crstal

Oarm'1a cameras for varying .separation distances between the point source
and the car.iera. The effect of off-axis alignrrnt of the source will also
be evaluated. Experimental confirmiation of the computer results ill be
obtained, using. transmission densitomtrv to measure exposure variations.

PIrGRESS

Comuter calculations indicated that separation distances between gamma
carmras and point flood sources need to be greater than those in general
use in clinical nuclear mdicine. Results are to be presented at the
Southwestern Chapter, Society of Nuclear Medicine. A manuscript has
been prenared for submission to the J. Nuclear M1edicine.

TATI IS : Comp I et ed
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DEPARTW.NT OF CLINICAL INSTIGATION
WILLIAM BFALMNrT ARMY NEDICAL CIN=.R

EL PASO, TEXAS 79920

DETAIL SItEET'

The Efficacy of Active Immunization to Group B Strentococcal
TITLE: (CBS) Organisms in Preventing GMS Sepsis

WORK UNIT NO: 78/22

PRINCIPAL INVESTIGATOR: Robert Frederick, PhD, DAC

ASSOCIATE INVESTIGATORS:

OBJECTIVES
To determine if active iniaunity will prevent acquisition of disease and/
or prevent and/or blunt the clinical parameters of sepsis.

TECHNICAL APPROACH

A rabbit model is being used in this study. Rabbits are irimmized
with GBS until they have a "+" CIE to GBS antigen. Once a "" titer
is demonstrated, the animals are injected with both live and killed
organism. CBCs, blood gases, and temperatures are followed closely.
If death occurs, histological examination of tissue is being performed.

CONSUMABLE SUPPLIES

$614

PROGRESS

The experimental portion of this protocol has been completed and the
data analyzed. A manuscript is in preparation. The original principal
investigator resigned from the Army, and the associate investigator
has assumed the study.

STATIS: Ongoing
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,'I.LT.I.1 B.\U.AMTr AR' !DIiDI CAL CVTI"TR
1:1 P.sn, TNAS 7992n

DT:l I. SHIFF

Significance StudY of meta and para metaolites of
Catecholarnine Copotuilds in the Rat

WORK UNIT NO:

PRINCIPAL INAT'STI GATnR: Mt ,I. Sellers,

.SSOCIATE I.ThSTICATRS:

013. FE CI I VES

To study the sinificance of meta and para substituted isomers of
catecholandne metaolites such as m- and p-tvranine and m- and n-
phonylacetic acids hy noting changes in isomer quantitation after
selective inhibition of the normal metabolic pathway.

ThCINI CAL APPROA(QI

1eanling male Sprague-Do,,ley rats will be divided into test and
control gFroups. Test animals will be injected with various rvgimens
of catecholamine enz:vme inhibitors as well as exogenous L -DOPA.
Catecholamines and their acid metabolites will be determined by GC,
GC(, TIC, etc. ,\s many meta- and para-isomers will be identified,
separated, and quantitated s is possible from brain, liver, and
urine extracts. The data will be compiled to ascertain whether
metabolic inhibition of normal pathways changes the ratios of meta-
and para- metabolites and to try to investigate the significance of
these dhanges if they occur.

CQNSIUMA3B L SUPPLIES

$620

The data froi this nrotocol and that of 78/29 and 78/30 were presented
at the Arnual Clinical Investigation Conference, San Antonio, TX
Sent 1930. The principle investigator has been reassigned and no
further work is anticipated in the near future at WBAMC.

STATUS: Conml eted
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!)Il4X1l"INI OF (TI INIC(lNVVT 'A l
WILIANN RL1T')N RMY 'PICAI (INTI R
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DNTAII SHEFT

Ouanti tat ive and fual i tat ive Phenol ic Acid (Thuges in k t,
'ITI" Treated wit. Catecholamine Pathway Inh ibitors

WORK UNIT NO: "9/,)

PRINCIPAL INVEISTICATOR: MIAT 'I.Y. ' ellers, \f (

ASSMCATE INVESTIGATORS:

OBITCT I yES
Acid metaolites of L-ID)PA, i.e., homovanill ic acid (IVA) , dihvdre-
xThenylacetic acid (DOPAC), Vanilmandelic acid (I\), p-
hvdrox\phenvlacetic acid, m-hydroxyphenylacetic acid, and
p-hydrox\vnandelic acid will he qualitatively measuredI in urine of
rats pretreated with rinoamine oxidase inhibitors, and B-hvdroxvlase
inhibitors, then treated with radioactive (14C) L-DOPA. The purpose
of this study is to determine the effect of catecholamine pathway
inhibitors on end retabolis' acids.

ThIQNICAJ. APPROA(

Weanling rats will be divided into test and control groups. Test

animals t,'ill he subjected to various regimens of catechoiamine
pathway inhibitors such as B-hydroxylase, monoarineoxidase, ant
decarboxv, lase inhibitors. Fhdogenous catecholamine metabolite acids
will be measured in urine and cormared to control animals. E'xo enous;lv
administered radioactively (14(7) labeled 1,-DOPA will be given to both
test and control animals and again acid metabolites will be meaured in
rats urine and compared to control animals. Urinarv catecholarine
acids will be measured by current techniues including gas chromatographyv,
thin layer chromatography, etc. Scintillation countc will be performed
on each acid fraction. Determinations and conclusions will be made
from comparing endogenous and exogenously labeled netabolites by paying
careful attention to changes in specific activity and quantitation
changes after exogenous L-DnPA injections. Catetholamines mav also
have to be determined in order to study feedback inhibition and metabolic
pathway shunt studies.

CONSUMABLE SUPPII,

$206

P I GRE~S

The data from this orotocl was presented at the knual Clinical
Investigation Conference, San Antonio, TX, Sep 1980. The principal
investigator has been reassigned and no further work is anticipated
in the near future at WIAMC.
STATUS: Completed
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IDFTA I SITITT

I'TIY': klinor Amine Mktabolites of 1.-DOPA

1.';O(P UNIT NO: 8/30

PRINCIPAI., ITISTI(, GI'OR: ktk, M.I Sellers, . C

.ASSOCIATE! I'T\TSTIC;ATOPS:

\,cuilming male rats will be iljcted with altered L-IOPA.
t:abolism will be studied in the rat model.

Th:( NI CAL APPROAGI

T!rte male weanling Sprague-Dm,'ley rats will be divided into four
<rou-s. The ten animal control group will be fed normal rat TIhKAD
dict. Thirty animal test groups will have methionine supplement
cither b\ intubation or mixed with the T.KlAD pellets. The animals
,ill he 1 ept on this diet for ten days. Test animals will be further
broken dom into three groups of ten animals. Animals will be sacri-
ficed at intervals starting at 2-24 hours after L-DOPA injection.
11rine will he collected during this tire. Brain, liver, and urine
will be extracted for N- and n-nethylated amines. The), will be
iiantitatively and qualitatively determined by GC. (Cl, TIP, LC, etc.

PP R]U"SS

[lie data fron this protocol was presented at the Annual Clinical Investi-
gation Conference , San Antonin, TX, Sep 1980. The principal investigator
has been reassited and no furtrer work is anticipated in the near
ftture at WAIqAC.

q''TJI S: Corpl e ted
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DITAI . SiMEFT

Role of Deto'ribonucleic Acid \ttachment to ('4,1l 'irtr:u;,.,
- in the Regulation of Bacterial Grcwth

WORK UN I T VO:r 7'9/O1

PRINCIPAL INVESTIGATOR: Pobert Frederick, VhD, DAC

ASSOCIATE I.NVESTI,,ATOR:

To isolate and examine specific deoxyribonucleic acid (ft.:AI
sequences associated with bacterial cytoplasmic mentranec.

T1hQINIC APPROAQI

Our initial experiments are designed to analyze the effect of di fft, rert
restriction en:-mes on isolated nucleoids. These are the folded
chromosome of the bacteria which can be isolated in their compact .Tlatt
while retaining the membrane association. The procedure can be done
sim~lv with reasonable yields imder salt and N1l conditions whic1 kill
facilitate endonuclease treatments. Once isolated, the tritiur,
labeled nucleoids (i.e. the entire chromsones) will be digested ,it>
coniercially available restriction endonucleases. These enz'ves
cleave the lW mlecules at specific nucleotide scxjuences resultinf, it'
specific framents which can subsequently be separated bv ag-arose gel
electrophoresis and resolved on x-ray film by autoradioflxrocrP:,hv.
Mentrrane associated frapments ', i ll be uri fied by fr;ict i onat ion us inc
the magesiin-sarkosyl crystal separation technique. The fraLmrrnt,
will be recovered by standard techniques and analyzed I,,- q!aros e gel
electrophoresis. Once the specific sequences have be resolved, we
will begin to identify what regions of the chromosome are involved
and under what conditions. The relationship of the attacdment to
bacterial gro,'th may then be examined by varying the grcmth condition>
of the organisms, ucsing appropriate mutant strains and in the iPresence
of various antibiotics.

mNSumABLE SUPPLI ES

$615

PROGRESS

We. have repeated earlier experiments with different restriction enzyre-
fim F, ITT and Sal I. The results from the Jin & Ill experiments are
consistent with those initially reported for the I!co RI system. !Iv
estimating the average molecular weight of the membrane associated lt'A
restriction fragments, we have calculated approximately 2S d-iromosomal
attachrmnt sites. These data are verv much in acreement with the
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published values of 18 to 30. 1,:e are now perfecting our agarose
gel analysis to alloi, a better estimation of the molecular %,eiohts
of the larger fraivnts isolated nd confirming our findings of
prefervntial separation of unioue mer+rane associated T1NA fragrents.

4 ' I

LI: I . iDon
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DEPAMENT OF CLINICAL INVESTIATION'
WILLIAll BYALJ?1T ARMY NEDICAL (TNTER

EL PASO, TEXACS 79920

DETAI L SHT

Synthesis of Inhibitors of the Shikinmate Pathway for Investigation
TITLE: A' s Potential Ttindcrohial Agents

WO.,RK UMIT NO: 79/07

PRINCIPUl INVESITICATOR: David Rauls, PhD), DAC

AkSOC I \ T INVES TI GATO RS:

OB.JEC7IVES

The 6-alpha and 6-beta fluoro analogs of shikimic acid will be
synthesized as potential irreversible inhihitor-- of the pathway
resnonsible for aromatic acid s,\-nthesis in mic-roorpanisr~n. The
Corpoiuids will then he evaluated for antibacterial activity using

a standardl antihacterial screen.

TEQONICAL APPROA0]

fh1e deire - fluoro analogs of shikiric acid will be svmthes ized
I)\ established sNynthetic techniques. Thie antimicrobial act ivity
will be determined us ing standard assays. Thie anticipated limiting
factors, appear to he related to the Potential lability of thie products.

PT "Pi RE SS

A~t. sxntesi zi u'the protected deriv'atives of -h ilini c acid,
1!urthier react ion wi th n-hromosuccinimide to produce'the (0-hrorxo
'oC!ioWfUnd was attertted. Die to steric hindrance, the des ired
I rnrination didI not occur. ('as Uhronatography-nass ;pectrom~trv
rnf t ,,e re;lct i n ru xture indicated wecoivenv of ;tarting niteriail and(

il I)( reoirod to dIevise anothier ';vnthet ic arproach to the kle';iired
ro( "uct
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nate ml "'FU n Ud i-mit: .Vtero it C oncont rat ions lur irn
TITITI Cent 1-,~ 1': or,1t rLlest Inc1

PRI NCi Axi I I V I V IT: 1_1xi. Pennev, '11)

ii' 'I :11, occur in maternal s eriv s teroid cnicen
t trlteI NIr i T' centr;Iction u tr tes;tint, xiW if'so are the"- of

iiI mncr : f.t"l Olnteore.

o f'r *ot Iac t, in - t re s t(t c n < .T wakd
I! :I*I~ ir- -Ip Onc ienp ot ~ i "ipnIII :Lul.IlxII e r

Ve 1011 1ooI i I!) drain I rom the a rr. opines i to the 1\ iniftLw i en at
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rv un Il e~ c1 'u oq)ined in c1anl vo Iumei to( coy-

I \ i Ilit I,,, if, e-itrio]. "A'('C IMer'S 1iiI ll u i-i
11tnt~i t 1 uid an ail illt frozen fnr '0 ibl1.
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DE P.)IAM.N OF CLI NI CA I I NWESTI GATI ON
'ILLIAM BEAL)NXT ARMY .DICAL CEN'rT.R

E. PASO, TEXAS 79920

1}FT:M I, SHtF

Co-parison of Patient's Satisfaction with Patient's and
TITLE: Nurse's Perception of Pain

WORK UNIT NO: 80/14

PRINCIPAL IN\T-STIGATOR: c(7L l.IL. Peniev, MC

ASSOCIATE IN\VESTIGATORS: Ann Bechtel, RN

OB, IF rIVES
To cather data which may be helpful to increase nurse's effectiveness

in providing pain relief.

ThT hMQ A. PPP.OAQ

Data will he collected via structured interviws in the form of
questinp-naires and review of records for demographic da , which Iill
he analvzed throu, the use of statistical methods. The sample will con-
ist of7aprroxinatelv 25 patient-nurse situations. The patient exnerienc-

inc, pair and the nurse responding to this patient in pain will be considered
a ratient-nurse situation. All subiects will he Fn.(lish-speaking, rilitar'-
or civil ian, males or females, eighteen years of age and older. Thle
patient subjects will he those persons expressing discomfort/pain at least
12 hours after elective surgical procedures. The nurse subjects will he
those reeistered nurses responding aid attending to the patient subjects.

Pm(?PdL5S

h* ..e \ - fiVe Tnat IV'nts and thirteen nurses participated in this study.
Pw reslt.; 1,p!norted tJhe rrotocol hypothesis. A dissertation for the

';V ,t.r ef I-cicnce derre , in niirsinn, originated from this project. Arn
u'ch tel ~ucce: full v defended the thesis to complete her deg.ree reouire-
T'X'r t -

me 1>I ~,!!, u
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I el ra c \:als is oi f t ross Produced in a Pie r utct

PRTIKVr1r' i IAF. Brom\\nP

A7 ST~C If (QT' lfp§: AT T.T. Strain, 11AT R.P. Jarson

Inr dcron: t r~ e th djs t ri1hut-on -or-stfress; in r i-id and non -ri ,i
or fi' in'carti al dentures wi the use,( of holn.1rapTh ic hi rofri-,ence.

a0 ITuntaoteuoil -of the hologram as a Stress measurinoe
M~stnrrknt ir re(th' ie etist1V Lv and to iwiecliijVnocal1\v prove the

fwI or nonn'id connectors in nior a1hutrent fixed partial dlentures .

( ' it ii_ of H lasOf invest ieat ion: A\ five -luit pieor fixedl pa"rt ial
dntiiNc ileFahri catod us, i cp ri (r id connectors, . A holoizrnnmh will

(Id I;1 Of the !IPli in an imtese ode . 11e YTT will he stressedl
it 1 toces fr FI-O 1-.'I lbs inl increments, of 1 lb)s. Thec point s-tre s

1 eCi pacedl over cacd) ahutment indlividlually, a-s in an ideal occlusion,
"i ! the noinlts In cent ral fossls and with a bhLs of food. Iflolopranis

cCt-,_ modecl in tlie s tressed mode will he superimosed over the uni-
ed node andic the hirefri eonce will he recordled on filri. 11c san,,e

roIuie wil jjj, I1 carried out us_ in a five -unit pier fixed ca;rt ia 1
dL'ture ('hI icti sin ano Ci oTnnctor.

f .n ~cc- iuin I hcu enie 10 andl(i Ws tress( So d ds were i pinr -

itentl Fhe roiTi wr ot cone lus iVye. %o further Iorl, is

7Tr-I a
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DETAIL1 S11117

TPI'II: Antibijot ic Provhv lax is in Int raoral Orthogmath ic uer

WOPJK INlT NY): 79/00

PRINCIPAL INATESTIGATOR: I..kj I.E. Ruggles , DC

ASS; C CIAT NVSTIGAfTORS: M1, J.P.. Hann, PC

OB JEC7TIVWS

'in conduct al Prospect ivx double-blind coriparis;on of two prophvylactic
anti1 ,iotic rerirens in natients, iinderg-oing intranral orthoponathic
surglrery of the axilla and/or mandible.

TVO!'i TM. ArPmYAC.

Dnics, to he adninistered in the studyv are Procaine penicillinC
anUd Auueous Penicillin C.

a.Aueous, Penicillin G is the antibiotic avent of choice for-
alniost all infections ori( inating in the oral cavitadcnsqctl
almos t all infections resulting, from intraoral orthocnathic suroern;.

1). !Serr controvers\y exists concerning what constitutes am app ro r iat
peidfor prophvlaxi s

(1) Peterson and Booth, in a. retrospective study of pat ients
uJl(e r po i 11 I intraoral orthognathic surgery, reported an 11 .49, incidence
or postoperative infection in patients who received prophylactic anti -

biotics, an' an 11.19. incidlence of postoperative patients who receivedl
n~o antibiotics;.

(2) In a retrospective study by Yrastorza, the incidence of
pos,-toperative infection in natients tiidergoinF intraoral orthognathic

%%r~er as sTmaller in patients receivinp no prophylactic_ antibiotics
thaIn for patients 101o receivedl antibiotics for mn average of eip ht
dayvs nos top r'!t i ye I

(3) -a lien and Black nresented what they te med current thotch t>
re'r~l nethe, use of proiphvl act ic anit ib itics in orthonmth ic surgenry
H\recoruaendied the tLsC of antibhiot ics , hut pa)v no recornendit ions,

ncnrrninr duration of covermoc, and presented no statis'tical informat ion
to rsupItPOrt the Cir1 V ie0%S



4 .it ' ',- , IL:o; fo- 1"i 3 <.actic artilotic cowra

i r; r, :: I., - , e ! r? : c v lurnn' :
I 'rg-dIato 't " -T .- %.eve , r t I t. Ir-tcs TeV .r CT A.'* "

I: w I .1 A rosp ct iv', doti' IC-h d itudy cor. lri E
hort term ul. 1 ' ),: I Act i c all" ii iA c coveras'e for untraoral

onthoonath i c <ur-- n-t or. p rxt rted

Pat ients Ci i- i, i-,, I h 1- tudv must ho adults toi;jhteen Cars
of age -and i,; , t- r s aX, and 1wr be civilianl oi militar'.

Pat ients will hc excluded from the study if th,, igive a historcv of
allergic react ion to renic illiii or other Betl Lactan antibitic, if
they have a coiinromised irrrrnoe defense system, or if they have received
antibiotic therapv ,ithin the previous fnurteen days.

Total rluwers Af sat iunt< w,ill he forty, divi&d into tvo ,'roups of
twenty pat i eint.

.nt ib iot ic Ret- inens

i -t .'ll t ,rt s i, il receive

o00,000 units Procaine Penicillin x and 400,000 tuits Aueou
Penicillin ,,I.., hour Ireopera: \*e I

2,000,000 i iits .\queou- Penicillin GA, I .V. over 30 minutes
ever,- three hours intraoperat ivelv.

2,000,000 units A\uneous Penicillin (, I.V. over 30 minutes
three hours after the last intraoperative dose.

i2 ("roup I (2r nat i ent i ill rece ive
2 ,000,000 units Aqueous, Penicillin C, I.V. over 30 minutes
even- Four hours for a total of twelve doses.

(3) (Iroup 11 (20 patients) will receive
\ placebo I .V. over 30 minutes, ever-\ four hours for a total
of t,,eve do,;es.

Nbthod of Followup: Followup will consist of routine postoperative
care, to include observation for sign-s of postoperative infection.
The diagnosis of postoperative infection will be made if three of the
followingt criteria are nt:

(1) levation of bode teuorature for longer than 72 hours post-
operat ively.

(2) Ilncreased edema, indurat ion, and erethema of wound nmrgins
Uld :.urrotwrdin twissue.



(3) Drainage of purulent exudate from the wound.

(4) Positive serial blood cultures.

Postoperative infections, once diagnosed, will be treated with local
measures and the appropriate antibiotic(s) based upon culture and
sensitivity results.

All infections will he cultured utilizing both aerobic and anaerobic
me thods.

PROGRESS

Patient entry is conplete. Data analysis is in progress.

STATS: Ongoing
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'"-T'AIi. SH E!T

Serzn- Cluco, l.cvei In Relation to Recover Time from Ckneral
.U;n esthes ia for Outjat i cot Onral Surgoerv Procedures

1., !,.PJ UNIT \" ).

PRINCIPAL. 7 ,.l..TI(7FOR: tJ Bo\, I)C

..£SOCL\TAT I>322iTl\Tc R%: Mt.J (.9.. effre, DC

To conduct a studh" to detemine if there is a direct relationship
bet-ween a patient'. : ;eri .cIucose level and the length of tire required
to sufficiently recover from a halothane general anesthetic.

TtI INI C.d. APPROA. I

An attempt to detect a relation.hip between serun glucose level and
TY2covers ti me from patients t dergoing general anesthesia will be
studied. Patients eligible for inclusion in the study mLst he eighteen
y\ears of age or older, may be of either sex, nonpregnant, and nay be
dependents of militar" personnel or active duty ilitary personnel.
Patients mTTut re'uire minor oral surgery procedures which can be accom-

plished in forty (40) minutes or less on an outpatient basis. All
patients will be NPO at least eight hours. All patients will receive
general anesthesia. Blood samples for serum glucose determination will
he obtained from all patients at 1-5 minutes preinduction; 1-5 minutes
following discontinuation of the halothane; 1-5 minutes follcn.,ing
sufficient recovery. Intravenous fluid will he 1/2 \S via standard
infusion anparatus in one half the group, and 1/2 NS/S%D in the
remaininc one-half. Determination of recovery time : Time shall begin
upon discontinuation of the halothane; time shall run until sufficient
recovery has taken rIace to allow release; A score of 9 or 10 on a
modified postanesthesia recovery score (PARS) as proposed by Arlow shall
be sufficient recovery'.

PROGRESS

Control patients and half of the study patients have been entered.'
We expect completion of the clinical portion by mid-February.

';TFAT1JS: ( .o in : 42



J)TPART7.INI ' OF CLI NICAL I .VYSTI CATION
,I IIIA1 BK.\V'I'I ANY .I (A. (tNER

I-I, P.\SO, Tt.\AS 79920

I)LIA\1I. SI lVI"

T I'ffect of a Broad Spectr.i Antibiotic on the Course of Viral URI

TITT.L:

76/23
W'ORK UNIT :,n:

PRINCIPM, lN\TSTIGATOR: LTC R.F. Morrison, MD

ASSOCIATE I N STIC ATORS:

To determine in a controlled double-blind study the effect of an tibiotic
on the clinical course of acute viral upper respiratory, tract infections
with particular attention to any beneficial or deleterious effects of the
treatrent with resoect to secondarv bacterial corlications.

TEhNICAI, APPROA01h

Patients admitted to the Acute Respiratory Distress (.AI) ward 1..: out
obvious bacterial infections will be divided into two random groups.
One groun will receive tetracycline IICL, the other a placebo. The
physician taking care of the patients, and the patients themselves,
would not know whether they were receiving drug or placebo. The code would
be held by the Pharmacy Service. The incidence of complications, in

particular, secondary bacterial infections; the total length of fever:
the general well-being; length of hospital stay; incidence of adverse
drug reaction; and the total cost of treatment would be compared between
the two groups.

PROCRE.SS

Staffing shortages have also caused suspension of this study. Another
attempt to institute it with the next URI season is anticipated.

STATUS: enigoin(.

'13
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i!l. PA.SO, THXAS 79920

DETAIL SIJETF

* 131
TITLE: Diaogostic .drenal Scapninv with I (.P591

WORK UNIT NO: '6/33

PRINCIPAL INWVSTIGATAR: LTC T. Brown, MC

ASSOCIATF INVESTICATnRS:

nB, TECF I VTS

The purpose of this study is to determine the usefulness of 131-

NPS9 in scanning of the adrenal glands. It will be employed for

the following purposes: (a) as a screening test for detection of
primary aldosterone tumor, Cushing's disease, adrenal cortical
adenoma, or pheochromocytoma, (h) imaging of adrenals in patients
who require adrenal venography and are allergic to contrast india,
(c) detection of unilateral adrenocortical hypofunction: calcification,

metastatic carcinoma, post-venography infarction, etc., (d) detection

of functioning adrenal rermant after adrenalectoDy for Ctushing's

syndrome, (e) aid in assessnrenu of adrenocortical steroid therapy.

TF.1CAJI AkPPROAGI

Patients with clinical evidence of adrenal disease will be studied

upon referral fro' the Endocrine Service. Adrenal imaging will be

nerformed after injection of the material to assess the presence or

absence of visualization of the adrenal glands, their size and

response to sunpression therapy.

P R) CRESS

:P59 appears to be a satisfactory agent for adrenal imaging. No

natients were entered in FY8n.

STAIJS : Ongoing
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PROI N ,I 'I 'A I

TJo c I ar fv th e ro In t I ic !Ia i f, mn0 cIi n ical I uLse fulI ness r~ svs t n i c t ire
ntralIs a< in imlex r"F circliat' oultm Iut an d Tm Irdina contmrct i A itv,
f'con';um t inr at res- t ,i,,d at s t uidv" -tat e e xerc ise c, 2 3 -

dinoshnlverte 73-DO ,r~'s irmetsin hNretyri, euthvi;'ro
andl hNr'otblvroil mnt i outs :wnd to ova Itiate the pnssible use( OF' tllOSO
naramet ers in mc' Tcvi in' tiierf.lT)oIt i C interventions

[I> I ",I ('A!. .MTPPA(lI

Pr ior t, nrtitin nt'p t-crapv , !xpothvro i and vrt d'a ie
,dil 6e 1'end 01' fZICtOIrs minI lccing 2, -~'lvl The patients
will then tzkdclr('o to --tims of hieratocrit , henooloh in, 2 ,3-DlPB, p02

pnpp', 1 icajrh)on.Tc ;' 1-n" D-1 , 02 coTIsIUnation at rest andi exercise
Stead\, Ktate, andl _"Lul K Liin intervals at rest. HypIerthyroid patijlt-;

wilie tested pioir to the~r3T\, after one week of pr'opanolol therapy
and t tme 'ud uei '' acl'i;ii:l and thyroid fiunct ion euthvroid( ~t

I' % r-ecan s o0 thcrae\y p~"r nphyl th icraci 1 or methauaole.
li, Wnolhyroid p nat i cts i iii I' e'Jte ior to thierany andi at t ix'K o §
a jlchivingc a cilin ica Lnt  thvicud lunctioul cuithyroid 0state hv m'eanls Ci
levothvroxi no tIr~ uth,'n 0 p(oi ter/noduloC nat i etllt h11e tes tedl
rnior to therapy ad atti ot i c s teadv sc -tate unpi>: i natev 1\tv':
months after inr itf nr o ' r1)'>ress inn thera-py with IeVnthv ron IC
Fact or tnaIv s i s wi,- h)e an c1 tof li n i caI nrd ice s , thvroi d fi inct i on,
tess , 3 -PN vs 1C o]: -X i s j t erx'a Is aid res t in an d exercise srd
sta'te 0' :ons t ;jin w tl, lollr- I t lC ins! made to thvrci U dvs fiincti:on
state and hrnus~alrKi i oi

The on p i l nripci pal i li atphs res'-i'ned, and LTC7 Sel.lens of
the IO'pt of (1 ical lhives t i mIto is marlagimu the tiat a. Thle IXC
at tel'ntt P' to into rest ewiasi edst a t' in comp Ct il" us lhi ,i-ot co,-l.
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WILLIV4 BFU\i AM" .. DIC M. CITTR
EL pA$¢C, TEXA' 79920

DETAIL SI1T1

Minoxidil as an Anti-h.pertensive in Patients Refractory to
TITIE: Available kedications

WORK UNIT NO: 78/13

PRINCIPA. INXTSTICATOR: CPT L.M. Lehrner, MD)

ASSOCIATE INXTSTIcATnRq:

OBJECI VES

The objective of this protocol is to test the hrpothesis that Minoxidil
is an effective alternative treatment for patients whose blood pressure
is refractory to available drugs or who have experienced unacceptable
side effects from them and whose situation is life-threatening. Another
purpose is to document clinical experience with minoxidil in a manner
that will provide a basis for extrapolation of the results to the
specified hypertensive population.

TEOCITI(AL APPROAG1

Patients with severe hypertens ion, unresponsive to conventional medica-
tion and in a life threatening situation will be placed on a regimen
of Minoxidil. The ultimate purpose is to control refractory blood

ressure problems such as sustained severe, accelerating, or malignant
ypertension. Very thorough recordkeeping will be maintained docunent-

ing unresponsiveness to conve-tional treatment and responsiveness to
inoxidil.

PROGRFSS

Nlinoxidil is now an FDA approved medication. A final annual review was
conducted bv the WBAMC Institutional Review Committee and forwarded
as per regulation, to TSG and the FDA. Three patients were treated.

STATUS: Terminated
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DVPARI''NT (IF Cl 1IC .I I INilST I (I\I'i
WILLIM BYA\U' P ARMT' JI\.CIN

IT P.\SP, TTAS 79920

DI'VAI L S]1IW

Separ-ation and Identification of OT IsoeT-:\7vs b\w

TI LF.: Radi oirnuoas say T echni que

WORK UNITT NO1: 79/31

PRINCIPAL INAETITGATOR: ETC I'..Henr.\, 1'i(

XS)SOCIATF IT Ti IGATnR-:

The Purpose of this studv is to develop a routine rethod foi-
measuring (TV isoenz-rw leCvelS withl emphlaS is On the "T fract ion
using RIA techniques.

TE1i~D(I.'M. APPROA0I

Individual isoenzvm.Tes of CPK obtained from corrmrci al soirces m ll
fie injected into rab)bits to elicit specific antibodv responses .Thew
analysis for (PP w.ouldl he Terfo)ITrVd by CiaIss ic3l PIA technAiqlues;. 0
xwoul~i be tagged andi reacted In varvine. concentrations with t'he
individual antihiodies proIuc-d i d hiarvested from the rabbits.*1Standard concentration curves and cross -reacti-i ties would be
established to determine RI\ sinecificitv. P'rom- the standard curve,
u~nknowni (7PKM concentrations in sennr will ho de-terminedJ. It would
then he nossible to correlate values for the 191 fraction in the
normal and infarcted nopulat ions.

2 240

PROGRESS

ST/U~l: [ermina"ted
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edii it, t i ivI" -9 01T--,,-ri I i dioiw I tit arit 1 - ( tol-V

I WORK lfI %TT111QT:1'1

A~~~SVIC , Cr IV \I S\ TI ~T

lJo L'valuate the clinical tfficacv of aICdi at- anna da tnosti
henatob iiiarn' andI oallbladder agent. Tc-997m-MC is presently
b eirns evaluated for its ab iit\' to iarovide cliiicallv useful intor -

mit ion reuardinu: b iliarv tract and 'taIlb ladde~r disease processesc.
This, radlionuclidle has already been shown to be valuable in the
assessnent of henatohiliary funct ion, diagnosis of acute cholecvstitis,
evaluat ion of gallbladdler (lysfiuct ior, and in iifferentiation of
hepatocellular disease from extrahepatic obst ruct ive Jaundice.

llh is Iddi tional diagnostic apent could provide more rapidI diagnoses

in dliseases of the biavtract and gallbladder than with the standard

acite' ill

Fc -P)0-P(C has been demonstrated to have a wide margin of safety,
th)e reb ,y ,wuoidinp the risk of reactions. A high incidence of reactions;,
includini7 fatal reactions,, is known to occur with intravenous
diolan!io(Traphic contrast materials utiliz:ed in conventional
radi ngranhv. Tihe actual incidence of reactions to intravenous lv
adr'-.nistered diolang iogranhic contrzist mdia overall is not
accur-atelv established since no consistent efforts have been madke to
report nnnfatal reactions. Thei incidence of fatal reaction following
intravenous cholangiography is approximatelv 0 .00 2 5'-1 or 1:40,000.
Recauise of the rapi(I bloodI clearance of T-m-gmore rapid

diagosesmay be mode in acute cholec-'vsti tis (i .e., withiin one hour)
xJereas-, conventional radiographic nrthods nay require several
hIour.s. (-uanti tative &ssessrient of hepatobilian- funiction is
Possib lc uw.i th 'ic -9 Pr- PG. Ic - Qm-T PC may allow imp"rovised visualization
of the b iiian sstm even When the serumi bil inthin level is
MildlyV ole'~ve.
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i zed , precise and repiroduc ie ]& an t it at Iease ik,(ac~ lde
contract ibi Iity (better than or!) fa-'tt tv ra Is etc. , 11 oilloeei

tional radiogrzqphic techniiies in the plast) . wh~5aill al acompute-r
analys is and printout of daafor lterimition of a w ashout Curve e

gallbladder en~tx'ing occurs . Prescript ion fonT- , J)Ii Cot charts , aind
consultation forr15 will be use (d to recordl pert inent data.
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t, tud,- to have manin-ful results. It should take fror nine
to one .'ear to accumulate the patients and laborator ,.

(ontrols will consist of people with acute insufficiency iith
definite etiology.

PROGR S

The original principal investigator has been reassigned. He
studied no patients. LTC Mansfield has assumed this protocol.

q!. ,'':. Pgoing
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I.PV:(), 'TXAS 79920

PE1TAIl. SII1117

TTIIV: SW(X 7410 :(ron i Lympho,,jcyte Leukemia P-rotocol

WPRY' UNIT NP': 79/1-

t'P.INCT P..J. TM\1'STI ATO)R: MAT% P.C. Farley, IM1

OBJR(TFI XIs

T'o dc t (rimTine the response rate, both coMlete and partial, in chronic
Ivmphoctic leuk-emia, to contbinat ion chemotherapy with: (a) Cv-clo-
phosphainide, adrjiam-ci n --nd prednisone (CAP) a-s primary therapy in
pat lents Who have 11ad 11o Prior chemotherapy'. (h) CAP as secondary
therapy f-or those natients w..ho have previoltslv received low dose
chilo0ranb uc ilI. To assess the effectiveness of intermittent cvclo-
:)hosvhmride and rrednisone in maintaining a remission.

I INT C-AL V)PROAOQI

The etails are lengthy and specified in the orininal SWOCn protocol
[hZllicatces are ',opt on file in the Clinical Inv-estigations Do pa rt rCnt

Mh~Uad are av-ail able upon request.

711i< stuy hlSe ha'S been closed bn- SWOC. No potients were entered
at 'h.C

N'A' S: 1,( mi nat ed



Dt P,.\VF},'IN nlI (:LJ\1:(,J. IN*\1STICA. TICg,
WILLIAM hIAINPONF .ARbY .WFDICAL (TNYIR

E. PASO, 'FXAS 79920

DETAII, SITI"F

TTTIE:SO(C 7433: Stage I F, II Non-llodgkins LvNphnna

!%'OR: UNIT NO: 79/16

PRINCIPAL INVE'STIGATOR: MJ P.C. Farley, .M

S nSOCI ATE h\ q1STI GATOS :

OBJECT I VeS

To comare the remission rate, remission duration and survival in
patients with non-!1ndgkin's lvimhoma, pathologic stages I, I1, IIi-

treated with extended field radiotherapy (sup.radiaphragiatic mantleor abdominal field) alone, with extended field radiotherapy Tphis
cobination chemotherapy.

TEQINICAL .VPROA0I

I The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Departnrnt
WBA.4IC, and are available upon request.

PROGRESS

No patients were entered in FY80.

STATUS: Cngoing



DPP... ATW,, OF CIINICAL INVESTICLNTION
WILIA BF-A Mh'CT .-VM .UDICAI, lNTER

I:l, PASO, TIXAS 79920

IFTAI 1. I lEI'

TITIt: SF O; 7436: Cortined Modalit- Therapy of Breast Cancer

W0RK UNIT NO: 79/17

PRINCIPAL INVtSTIGATOR IN P.C. Farley, M

ASSOCIATtR INVSTI GATORS:

OBJICTI\IS

To compare the effect of two adjuvant chemotherapy progrmts upon
the tirme to recurrence and upon the percentage of recurrence in
rost-operative breast carcinoma patients who have a high risk of
developing retastases. To compare the effect of these adjuvant chenm-
the-ap • programs upon the survival pattern of such patients.

'TC NT C.AS APPR0ACI I

The details are lengthy and specified in the original SWOC
arotocol. iplicates are kept on file in the Clinical Investigation
Deartment, WRNC, and are available tnon request.

PIRNATFSS

(tiv natient was entered and is well. This study phase has been
closed ;y SWOC.

ST.'Y['[T': Cor)l eted
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IDEPA7m'MNT OF CIINICL,\L INAYSTICATCI.
WILlIAM BFAU MY\ ARMY ?I'DIC.AL GTNrfhR

El, PksO, TIXA 79920

DFT.,\I 1L StlEt'I"

TITII :SWOCV 7440: Adjuvant Chemotherapy for Osteogenic Carcinoma

WORK tNIT NO: 79/18

PRINCIPAL INVETSTIGATOR: MAT P.C. Farley, MfD

ASSOCIATE I NVESTIGATORS:

OB JIEU IVEST

To determine the efficacy of coitination chemotherapy with f-VA-I)IC
(Ecclophosphardde, vincristine, adriamycin and DIC) in preventing the
development of metastases in patients with osteogenic sarcoma who have
received definitive surgery for their primary lesions and who haire no
evidence of residual disease. To determine the survival and di5 qse-
free interval nattern of patients on this stuy to be compared
historic controls in the medical literature.

TflINICL APPROA(JI

The details are lengthy' and specified in the original SWC irotocc,l.
TXlicates are kept on file in the Clinical Investigation repartment,
i',PA1C, and are available upon request.

SPTRGRESS

This study nhase has been closed by qVOG. No patients were entered
at WBANC.

STATUS: Terminated

S7



rDl I.':F'1~ I5 (1 ".Aj. T'.\TST I .AT I(

S&""OG 7510(: Adjuvant (lie m imnrrothe ram, for Patijents vith
IlL:Locallv Advanced Adenocarcinoma of the Lar!ge Bowel

WORK lNTh NO: 79/119

PRINCIPRl INVE-STIGATOR: IAJ P.C. Farley, M

Tro determine the efficacy of adjuvant chenntherapy with the highily
effective comination of Methyl CQ\TIJ (MeDFMJ) and 5-Fluorouiacil
(5-FIJ) and to determine whether this is added to by irrnnotherapx'
with oral Bacilus Calrette-Guerin (BCC) on the (lisease-frec: interval
and survival of patients with Duke C large bowel adenocarcinoma.

TEGINICAL APPROIA01

Thie details are length,, and specified in the original SWOC protocol.
Duplicates are krept on file in the Clinical Investigation Department,

'ABAXMC, and arc- available upon request.

PIWGRESS

Thiree 'atinerts wexre entered and one exipired. This stud\- phase has
!((-n closed by SWOnC.

STYNiJS: CompletedI



DEPYEp: I\T CM cI. I I([ I N\T ST ,l I llON

WILLI.M BLM "F ARMY M: ' DICA. CIT.R
FI, PASO, TIXA 79920

DI TA,\ 1. SI [El I

SlC)(; 7518: Stage Ill \ and B 1lodgkiis DiseaLe Relmission I nluCtiofl
.IT....bv Radiation Therapy Plub TLrietherarv (or inat ion \orss-t< (Iieo-

1 herany Alone.

WORK INIT NO:

PRINCIPXV. IN %hTICATOR: 4A.W P.7. Farley, 'I(

ASSOCIAT7 IN.,STI(GATORS:

OBgrI:(FI\vSE

To compare tAe efFectiveness of 10 courses of a 5-drug comrination
chemotherapy (including nitrogen mustard, vincristine, procarbazine,
prednisone, and bleoivcin) progran against the combined 3 courses of
chemotherapy followed by total nodal irradiation therapy progran for
complete remission induction in patients with Stage III asvmptomatic
or symptomatic-B Hodgkin's Disease.

To evalute the systematic "restaging" of patients in arparent
complete remission.

To assess the length of unmaintained remission after intestive
induction with 10 courses of chemotherany treatment versuis the
combination chemo-radiation therapy, after documentation of CR

statuLs by careful "restaging."

To assess the toxicity of the chemotherapy alone portion of the
study versus the toxicity of the combination of che ntherany ad
radiation therapy.

To intercomuare the results of this propran lith those to be ohtaiped
I- the ongoini ' Opp d5 study (SWnC- 406).

TIII NCAJ ,:APPP, OAC]

The details are lengthy and snecifiel in the original p7OC orotocol.
D~irlicates are kent on file in the Clinical Investigation IX-partrmnt,

".'BAMC, and are available iupon request.

PW GRYSS

One vatient was entered and is well. This study phase has been
closed hv SWOG.

STATTJS: Compl eted



A

flEPAPTN\ OIF CL N A TISTI ATION~
VILIAAM BFAMO~fNT AM' W .DICAI. CINTER

FEL PASn, 11X',V 79920

21TAI, S111ET

TITLE >W -,'(~1 Adjuvant A l anorna

1?OPIN IT No.:

PRPINCIPAL IN\TSTICATOR: Ap .(,. Farley, NM

* X~~~NS0C I Nf I NT STTGC'ATOR:

* 013.TECHIVES
To determnine the efficacy of BENU. hvdroxvurea, and imidaizol
carhoxaniide (Bill)) in preventing the recurrence of disease and
nrolonging the survival of patients with pri mary malignant melanomai
who have received definitive surgical treat wnt for their primry
les ions, have no evidence of residual disease but in whom by the
cli iricl andI nathological characteris tics of the nrimanv lesion can
he predicted to have a hig-h incidence of recurrence.

To determine the efficacv of conTiination chemotherapy) (BIID) withi and
,the' t MCC irn reventing the development of metastases and p)rolong(ing,

the diseas;e-free interal andI survival of patients with recurrent
rdia nan~ut melanior.a w,.hich has been suroically excised ("Minimal
re-iduai' JiscaselC,

To () itenmi io( the irrnocorqpetence of patients with malignant melanoma
and. zarw corre lat ion with nrognos is.

b dect mine thQ influence of chemetheran- and cherr~ir~umotherapy

up~on thie irrinnoco"pctence of these patients vwitli malignant melanoma.

7.0 INI CAL, -TPR)A0f

Ilie dletails are, lengthy and speci fied in the original SWCprotocol.
Duplicates are kept on file in the Clinical Investigation Department,

i$i~~ nd! are avail cible 10)00 rejues t

p~at i erts were entered in 1,'80 .



DJIPAYMPIMN OF CLINICAL I.NVSTIGATION
WI.1,I..lI BEAUMONT ARMY MEDICAL CF_\VER

I. P:S)O, TEXAS 79920

D17IT% SIR~T

TITLE: 5WC'" 7613 Conination Chenotherapy for Advanced Soft Tissue Sarco;L;

l'Onff INITT ;n: 79/22

PIINC]PAL IN\ESTIGATOR: ,MT P.C. Farley, MD

N7SOCIATF INVESTIGATORS:

OBECTIVES

To determine the maximal effective chemotherapy induction regimen for
patients with disseminated soft tissue sarcomas who have probabilitv
of response -50%. To determine if cycling the Use of adrianv.cin and
maintenance witl CY-DIC-DAC7 increases the duration of CR's treated
initially with A-DIC,

TEQ IN CAL NPP A(QJI

'I'he details are lengthy and specified in the original SWVOG protocol.
Duplicates are kent on file in the Clinical Investigation Department.,
',Q AC, and are available upon request.

PROGRESS

Ithis study nhase has been closed by OG. No natients were entered
at IWAMC.

TAYUS: Terminated

t)



NM P.R.IMT: 'F0: CII IC.A. INVESTI CATICtN
WIII.AIM* BL\I)NT'. ARY !f.DT AI CEER

F!. P,%ASO, Tt.XAS 79920

Dt I , 9t FIT

I''I: .C 3t 3o: ( ienotherapv of Vdwvmced Prostat ic Cancer

',fk I IT NO,: -0/23

PRINCIPAd. INATSTIGATOR: MT P.C. Farlev, MD

:kASSO CI..TE INM:STI.ATOPS:

OBJICTIVE2S

I'o compare the rat- or response of hydroxvurea to a two-drug corrbination
of adriumcin and cyclophosphamide in patients with advanced carcinoma
of the prostate who have easureable disease (Stage D-bone metastases or
extranelvic disease).

To compare the duration of survival in patients with no measureable
disease treated with one of the treatment regimens.

To estimate the response rate to each crossover regimen in patients
that have been treated and did not respond to one of the regimens.

TEh()NI CA., APPROA0Ch

Ihe details are lengthy md specified in the original SIOCV protocol.
[Xizplicates are kent on file in the Clinical Investigation Tlepartment,
;W C, and are available upon request.

P!RORSS

!11is stuc- phase has been closed by SIOG. ';o patients were entered at
$',AM V.

-I ATIIS: Terminated

02



HDVPrTPTM.Ir 'FF CLI ;I CAL I.ASTT ICAT .T
;IT.l,! * ; BU R A Y 'DICl. CINTER

I1, P\oS, TYkAS 79920

DETAIl, SHtEI7

TITE:SWO(C 7632: Confined Modalit- for Recurrent Breast Cancer

iW;ORK UNIT NO: 79/24

PRINCIPAL INXTSTICATOR: Nt J P.C. Farley, MD

AqSOCIATE INVESTICATORS:

OB.E C' I\VES

Establish the survival of breast cancer patients when treating the
first recurrence with a coordinated hormonal chemtherapeutic approach.

Determine the efficacy of a response to the antiestrogen Tamoxifen
in predicting response to ablative surgery.

Correlate hormonal manipulations with estrogen and progesterone

receptors where possible.

TEQINIC. APPROACI

The details are lengthy and specified in the original SI'OC protocol.
Duplicates are kept on file in the Clinical Investigation Departrent,
MB9.1C, and are available upon request.

PROGRESS

No patients were entered in M80.

STATU : Ongoing

0 3



I)IP \VVIX7 T I I. NI (KM. "I1, 'I M 11) l
Wi 11.1kM LAI'tN XRIY I~h LX.1- CKIP

111.1 6 35: (oniined \1odal1i tv for .imi ted St:'n~(r

Is vKI N O:m'

P~iNT LI. NA1')'lATnThF*%j F.C arlev, '1C.

Fo dletermre thether cherrrtherapv with adriamvcin and/or- irrunwothcr:v
itleimisole, irvrove medianu sunval of spl-)it-cours-e radiotherary
&alone in, the treatment of 7nat ients with l imi ted ex\tent , squanous;

indetermiUne the iulitative altd niuantitative toxicity of each
treatmeunt mrecmn.

TIY IN CA APROA7M

I'lic detail-, are lengthy- and specified in the origlinal SM-C protocol.
Duvlicates are kept on file in the Clinical Investiration Department,

uiMC ad are available upon request.

PROGCRESS

P,() ratitents were entered auid both expired. This study, phase has-
Vee:11" close DyWc.

VAT J". : (CnrTp eted

o4
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111111 RB IrIN k11M iIRU~. (TVN'I'P

TIA I 1i,11171"

1 - I("G Dcnos tic 1 tlkdi es for Pa:tieots 1 tl Adenlocare iT1oru

niPip ri_1\11

n Lteminc the viecid of varioius di agnos tic nrocedures in fiindil the-
<ite of tuvr oripn in na'tients who present with rrtstatic adenocar-

cil-A: :th no oh\'imLs prirtair- source.

-oj--,rC, the .fici encv of cori~inat ion chemotherary usinog Fluoroura-
ci I diawi anid (?vtoxin v-. Fluorouracil alone the pall iative

nafa~FKntof patients with retastatic adlenocarcinona Lf~inwoiin .

Voe assess; the herntolocic: toxicitv of the chemotherapy regimen on
treattEd oa('t i COt S

TYLFPKI/'JC. .\PROA(l I

dctisare lenothv -1nd snIci fi ed in the ofin i l SlWOC, 1protocol,
~ii ca~ -trc kept on file in thec Clinical Investi,-ation Doinartrient,

tud1v "hws e has iocen c Is m,(d Av1W)fl. No patients were entered

at N1IXo8



I)T PAR7lfNT 0l1. \ ICAL .I VI ST 1CAT IO'
I.IT MBTllT. ARMY MVDICAI, CENTE-R

Fl, PNSO TIEXAS 79910

%VC7-2S: Continuous; 5 -1rug Indluct ion wi th Intermittent

(YPT vs CMI! + levanisole for 'laintenance in Patients with
TITE:I troren Ilecentor >,egplti ye Breast Cancer-

PD 'RK [N IT NO): 3

)RITN C I PAl.- IN\TTI cTAl'DR: MIP.C. Farley ,

.ASSOCTAFT i ITI;ARS

io determine the respective effects of Levaniisole on the duration of
response and surival of natients with advanced breast cancer -

currently treatedI with maintenance chenutheran\' after a successful
remission indluction trial oF' continuous Cooper repmirt).

To accinvulate data on in=tmologic variables unmder the conditions
of chemotherapy alone and corrl'ined chemotherapy and imnmotheralpv
with Levanisole of advanced breast cancer.

TEDlINCAJ. APPROAQT

The details are lengthy, and spqcified in the original SV'C
nrotocol . Duplicates are kept on file in the Clinical Investigation
A~partment, IWPAMVC, and are available upon request.

p R) PES S

[his study phas~e has been closed bySOC No Patients were

enteredI at WBMC.

' TFI ",:Ter ate(1

)



VA

P1 P~RP nyIO TIX(A f\A1VVSTIGATICt,
11I!IA.1. BFUbX.VT ARMY .DIC, I'-\T'HR

I. PASO, TI2KN 79920

DTAl I. SHEET

SW(; 7727/28: Ski= Test Procedures for SW1OG -727/7728t III]

',OR INT IT NO: 79/31

PR:CII>J. k1\ :S'STIcATOR~tjj P.(C. Farlev, MC

.A(CITFT DBSATI ST(,\rORS:

OBhI['IVEqS

in determine remission induction rates, remission duration, survival
and toxici tv in patients with disseminated malignant melanoma treated
,..< t: PT, hvdrnx vurea and TTFTC(BIID) , plus Levarisole, and intermittent
-:'1 i i2 dose TFl'C plus Actinonrcin ) in a prospective, randomized

Ciilical R'tudv.

T'E(1J Ii (-LV APPROAGI

[ie dk-tails ar, lengthy and specified in the original SWOC, protocol.
I irlicates are kept on file in the Clinical Investigation Department,
-\1C(7. a are available unon request.

, c ; P1SS

)',T Na;ti(Tts were skin tested. This stud" has been closed bv SWOC.

'"TAi : 7 ed

7O



PlPRDILNTOF CLINICQl. TNVSTIGATIQT
WILLINI BEAtM7N ARWi MEDICAl. (TNTER

E.i PASOn, TEXAYs 79920

DETAIL. S19'17

sivnc 7738: Combination Chiemtherapy of Pancreatic Adcnocarcinona

TITLE:- with Mlitorwvcin C, 5-Fl', and S)treptozotocin, Phase TI

WORK UNIT NO: 79/32

PPJNCI P~l. 1\NVESTI CATOR: LTIC P C. Farley, MD

ASSOCIATE INVESTIGATORS:

OBJfIVETS

To determine the response of pancreatic adenocarcinoma to either
5-fluorouracil and nitonvcin C with or without st-reptozotocin.'

TECITNICAL APPROAQII

The details are lengthy and specified in the original SWOCG protocol
Diplicates are kept on file in the Clinical Investigation Department,
IWBAMC, and are available upon reauest.

PROGRFSS

This study was dIropped by the Southwest Oncolog y Grow. No
natients were entered from this in-stitution.

STATUS: Tenminated



DtP.ARI1.NI PF ClO I NICAL I:A\STICL.TIC.;
VWT,1,1.-- BI-\INT ARMY .DI CA, (TCTR

F1, p..r', TIA.% 7992()

DFTJVI 1, SI I Mrr

'lWOC 7802: \diuvant Therapy of Soft Tissue Sarcoma with
T7 17: Rad iation 'lherapy and (hemtherapy

',,opl.: NIT N'0:79/33

PRINCIPM. INVA:STINMAT(R: MTkT P.C. Farley, M

XZqSCI'\TY INVISfT IGATntS:

OBJF CT I \TS

To determine whether condination cherotherapy with A-DlC can improve
the results in terms of disease-free survival produced by adjuvant
ra iotheravy in patients with soft tissue sarcomas Stage 11B and III
at high risc for recurrent disease.

To detenmine any difference in toxicity between ratients receiving
hoost radiation therapy to the scar with Cobalt 60 or electron bear.

To deterine any difference in Icoal recurrence rate or disease-free
survival hetween natients with adequate surgen , and those without
adeia te surgery-.

TENIGI.C\C APPROAGI

'M.e deta ils are lengthy and specified in the original SIVOC protocol.Iliplicates are kept on file in the Clinical Investigation Department,

?. anC, ad are available upon request.

PWGRESS

Ti study has been closed br SW;CN. No patients were entered at W1.V .

gTVlIJT : Terminated

72



Dl:PMMIrl-,iNT OF (:1,1. N AJ. INATS'rCATI~

11. PASO, 1TXAS 79920

DI TAT I SI IEI

SWOCU 7804: Adliu\'ant (T1erntherap' Withl S IV. Ad1renarwo'in and
ic t orw\.c in pC (I XAfl vs Suroi- Alone fratient 0 ihlcll

Advanjced (;astric .\denocarcinoia Phase III

iWORkV WIT NO:79/31

PRINCIPAL TM.STICATOR: W\ P.C. Farley, Nil)

To, detciTUnc the o ffi cacv o f adjuvanit dceriothuieavv i th 5-I lucreuric 11,
Adriwinvc in and 1i tonvcin-C (. on the disease- f'rue interval and

iurvi v Ial of p~at i ents' w ith 'I-NM stage - roups, TBR, I C, 1T andl I II ,as;t ri c
adenocarcinona conrared to potential . u1i1 ugrvaoe

1le de tails I p ro Ion"thy andl speci fi ed i n the oi- n'inaI 1 SV*Q' ,)nt acol
Dulicates are keot on file ;n the Clinical Invest i at ion Dck!),Ttr~nt,

and re avail a h le uin on reatuest.

PirGMRESS

In pat i ent werno entered in FV'S0

STT S:- O g)o ing



I)V!F1'MtNT" OF (71':I(.AJ,. I NVSTI (.lATrY :
TT. 1:A BPW )1 .APM 1UTC,1J, (TEXMT

.IA. p.O, TXAS 79920

DFTAII. S1T

'IT],1 .yOI '-' rin .Mtastasees Phase T11

""PR UNIT 3~t 5

PRINCIP.. V. I, ISTI(ATO'IATI P.C. Farley, .9D

NS'soCIATFY IMTSTI (AT(PS:

nB,jiE .I\miS

'to determine the effectiveness of conbined radiation therapy and
metronidazole (Flagyl) in the treatment of patients with brain
reta tases from rprinarv malignancies outside the central nervous
-xvster, coinare(I with radiation therapy alone, as deteriined by
object ire response (brain and/or CAT scan) and/or increase in
functional neurologic level and duration of response.

To detenmine the toxicity of multiple dose administration of
retronidazole and radiation therapy.

T.OIN CA]. APPROA(C1

wJe details are length' ,and snecified in the original SqWO, nrotocol.

Diulicates are kept on file in the Clinical Investigation Department,
"1.2WC, ard are available upon request.

PIGR SS

:o 'atients were entered in Y80.

"TAI IS: Onpoi ng

-4



I PNY, !1\S '9020

()PK2 I I : 9

PRI NCPM INAI 1f ;.TORIn% F arlcv , '11)

!*VC1l !]I 'i IK\RS

OR, Tl'(TP I %I

1'( cnima.re thie efficacy of the 4-drup codt mat ion chemiothera:p\ wrf rn,11 '
RON) (Rub idazone, vincris tine, arab inosvl. cv tosine, anrd PredisoneI to
.\Dn,'J' (the saru comination using, Adrian'cin in )I:1ce of 1Uhid:i-one) in
adult acute leukeia, as detenmined hv)N remission) rate, rem'iss0on drat OP,

and survival.

To dIetc-rmine the com-irative toxicity. Of these' r'ecQirTVTs.

TO dueomi ne wh-ether late i ntens ifi cat ion theorapy att 0 monthus itr

complete remission will improve lorigtenn, disease-free survival

"o veein hte rmttea\ us ino levamisole for b~ months

atfter 12 mornths of complete remiss ion on cherutherapy improves
disease- free s;urival.

To &'teinine reproduciility Of the FAB/histologic classifica1tion and
corre lati TI to re~sponse to therapY in 200 consecutive cases of acute
leukemia].

To study the effects of intensive supportive care in the runaagernt
of acute leukemia.

'ITf. INTCA!.J APIPROAQI

'Me details are, lengthy and specified in the original SiOc protocol.
Dulicates are kept on file in the Clinical Tnvestigation Department,
!M3'AMC(. andI are availab~le unon request.

T'PROGRESS

Two natients have been entered. One is currently undergoing stud-y
and the other expired.

STATUS (kgoiniC



1D1 PA.\VP .NTr N: (11 NICAI. I N\1STI CAT l(N

1. PASO, TEA 79920

DFTAIL 5,1111T

78-' T~8: Con-bined Mlodalitv Therapy for EVxtensive 1 Vi
171.1 :Carcinora of the Luno. Phase Ti11

SU,' IL >0: '~/37

PP. NI ~. NVESTIGATOR: MIAT P.C. Parley, \1C,

AS;SOCIATEINXSTAOS

0Th, Tl (-r T \/ES

.0c iinorove the cormlete resnonse rate and long-ter disease-:ree
s ur-viVal OF Tpatients with extensive small-cell carcinova of the

1~(k Fire, e;ual i tate ,ind nuant i fv the toxicity of each regirrn eniloved.

TIo coinoare th)e effcacy of two non-cross resistant regirens; (cell-
cycl -<ci i cvs. cell -cvcle-nionsnecific) (luring induction.

T C uternine w.hether ab-nunistration. of a second, non -cross -res istant
rvo:::rrn in conisolidition can convert stable disease or Partial

res'nseto a hotter quality of response.

dec'Uethe effect of irtaftional, early alternation of non-
:ycy- reist n neen on the complete respon-se rate.

Idet en-i ne whe.thecr "reinduction' at 24 and 52 weeks has a
i vor;LI efec on response duration and survival.

Un dte i no hether administration of intrathecal nethot rexate
J:0 "riTnMIUCtiOn" car, affect the incidence of non-brain CNhKS relapse.

7'q INXI CAL APPWOI

Uh e details are leigthy aid specified in the original SWCprotocol.
lku-licates are k-ert on file in the Clinical Investigation Iepartrient,

7~'C and are availabhle upon request.

PRn('RE'SS

Imo :)It i ots; have heen enteredl. 1)ne is stable with evidence of diseaseC
anld tie other ex i red. This s;tudy- has been closed by SWOC.



DFP.ARPM.nT OF CLINI CAL IN;ISTI(GATION
WILLI'i.LI: BFAUO.NT AMY NEDICAL CI TR

EL P.XSO, TEXAS 79920

DETAI L SItT

SVOG 7835: High Dose Vincristine, Prednisone, IHdroxyurja +
TITLE: (Ctosine Arabinoside (I1OAP) il the Blastic Phase of Chronic

Granulocvtic Leukemia, Phase III
1,'OPK UNITT NO: 79/38

PRINCIPAl. ITVESTIGATOR: M\T P.C. Farley, I')

Ak;SSOCIaTE INV.EFSTICANTOR :

OB.FT IXT.S

To evaluate the effectiveness as determined by remission rate, of
the combination of high-dose vincristine, prednisone, hydroxvurea,
mnd cytosine arabinoside (1TOAP) for remission induction in patients
with the blastic phase of chronic granulocytic leukemia. Hfigh-dose
vincristine is used here to indicate the administration of a dose of
2 mg/M!2 without limiting the total dose to 2 mg.

To compare the effectiveness of this regimen in mveloid versus
l) 0phoid blastic transformation, and in patients with poor prognostic
characteristics, namely hyperdiploidty and lack oF terminal
deoxvniicleotid\yl transferase (TdT).

To evaluate the value as determined by median duration of remission
and suirvival, of an intensive intermittent regimen of cytosine
abraIinoside, precnisone, and vincristine in the maintenance of
fen i s5s ion.

T] QF T CAM, PPR(AQ I

:lie details are lengthy and specified in the original SWOG protocol.
D licates are Iept on file in the (-' :al Investigation Department,
;:BMC, and are available upon reic,;s.

N. P., RiSS

.'o natients were entered. This study has been closed by SIVOG.

qTY'It :Terminoted



LDl'ARPUN1FN OF GIYNi(IP INTTIGNTION
'M0111AM1 BLIM-F -WW AMY FDICP (T-NT

>1. ASO TEAS 79920

IM7TATI SHETll

1YIPC 7903/7961: Study for Prior MPP Eni lures: Wi thouit Prior
1 7 1 nthracvcl ine

PI. NO: V \P 7/39

PP 1(1 AL >AiTT XPP: "i P :irlev , 'M)

,VSCICYYI'Y, IM\TTIT C'RS

TO evaluat the effctiveneCss, as-' deter-mined by response rate, of the
coninc tiolj of cherotherainv for remission induiction in Patients

K itadvace) tages IlI or 1 Hodgkin's disease who have not had!
'r:r~r chenotherane andl in those with prior MTP (no anthraovcli nes')

0 :o es the len-th of jzimaintained remissions after intens ive
IJiil I ;(T wit". ten courses, of treatment with ChOP andi af ter dioctv~vita-

(.) of (P b restacinp.

in va lILte the, dcree of noncros s-resistance of (1100 in VPfalre

PI t(iT-mS of M7-S'ins ic indluction, duration of remiss ion aid survivail.

; C)~!ar the,( tex icit ies anld s ide effects of the (1 'OP reixen to thoK(

!-e ftt iI a - i -rv -e in the jnri ,1 i ,171 SJf Zc

hiPO(RVSS

pi ent s were enteredl. liiis s tudv has been closed by. SWOC.

1A*'L F- t c rni nat ed

7'8



i.PAS, ThXA 7()920

PI-Il l, 1. ' rP L

SlWOC' "81-1: A Comarison of 'Iethothexate and Ci5 -Pintlinin-
Sfor Pat iciuts with Advanced Sqanmus Cell C'arc:inopma, of the

WO'(RK UN I 7 N "1. / 40

PP INCIJ, P'!.I IFICAPTR: IAJ P.C . Farley , MD

The objectives of this stud,, are to determine whether cis -pint invi
will give a superior response rate and/or a longer remission duratiLon
than ntethotrexate in patients with squamous cell carcinoma of the
head and neck region.

TKO) NT CAL APPnAC)II

1ile details are len,(thv and specified in the on goinal S\\OC, protocol.

Dulicates are kept on file in the Clinical InTsti( pat ion I)ePartnrnt,

WBXAC, and are available upon request.

PROGRESS

One patient was enteredi and has, expired. This studv has been
ClIo Sed by 51,;

T IK C o lte
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-\(. N~ d -TT IWi Iu- i A ii0d P i oI NT i 11iuV i) RC f 1act orw
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n(,o f~ cFi cacv r< ' hi intem.i ttent donses of cis -

c< i9 ro I n mun( I 119,81SP , C<NC) in ratients
nI '; i rxn an e roma re fractory to hi Ther priorit,%
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tn-Lic gi i '. \(rat ion on lY or 1V hivdrat ion anud manni tol

di nrcQ is d 11,t O ( iTI'

- ~ ~ ~ ~ r 01' pKo to file inl tile (li cal Invest iouat ion
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1)1 P..IM iI.N I (WF (2iiNI A . I FX1 STY f ,,Al (
;iIL~i,\ BIL.UMNy'j ,J %Y M!IIDWA,. (]NI'I.K

FI , , TA.Sq 7992P

91I'.-\II, S19]: FF

A Comparison of Devrelopnent of Sensiti%\itv tn Punicil i n
'ITIiK in Normal and Atonic Individuals

NWRJK UNIT V-): 80/1

PRI:CI.PA. INI1ST[T(,ATnR: il ,. . kansfield, MI)

ASS0CXI.'FT INTN\STIGATnRS: Dr. Hlarold S. Nelson, Iit simons< ,\1C

CATiGI'I \ IS

To determine if people with allergic disease manufacture more Igo?
antibody after receiving penicillin. It would be hoped to
evaluate this in the relation to normal individuals.

TFOC NTCA, APPROAC11

Patients receiving penicillin for therapeutic rea:,ons were tested
before and after adinistration of oral penicillin.

PRO(PYSS

Data is heing evaluated for formal presentation and mam script.

N

81 i.. . ..I~ l[



- o'i ~flScreer in" ' r Reversible PrnClCJInST)astic

1'iA .,.' Richer III, 'N TY)

o Ie roi pre invluc t inn hito, phyr- ical exami,*nat ion and
it- 0 ILI' 't tf-im 'j hne used to i dent ify and screen

I rovcrl iO In aimar di seas e. To i dent ifv' those
1 t' or ii ~rv ninn Rinct ion, andl prospect iveir

r p"' Imonla rv 1 trlCt ionl k'.ith sNmptoTF encountered
P.r On- ' ni tb' I n o at i ents wi th borderlIine p ulIi.mn-v

nio to ttem't to corre te the level of hvpToxemial during,(
xer< , v atc-mi ned br an ear oxioTrter, with the indi viduial s
0. l t t ''0r fnfl' dtiri i- ',(F

x. di x7il' uplait ion each 1V7T' recruit will fill nut
"di 1

1T anl hiSt ore, oeCrson;a LiStorV , and
on e"1111 -V' -unnr iae While beine heldl

Ian t D ' 5eadi recrit iil i ndcrgo pulpvfar\+ n IPe lMIC' '.'C I 1  I Fi /P) , 1%- ' ndi1-'8,
Ii';i~irvi -tle -iroomtric ahnnIP1,1 ities ('i .e. reducedl
n -r-:a' nrn t, 1 o thi a oQS i t iveT past medical histore or

'i-c p cr ;thima , har tme ver , frequent ''1RT 's" or dyspnea on
I I (- fo t( for static lhig volnes , and will be given

'iv;thmo protocol ,ihr bro iodilators . hos
mA ra ~elI T7 abnorma i ties or ah)nor'nal histories suie eest i e

1 i 'i ( \I I"K todied wihexercising testing: pat ientsI 1l or, 1) icvcl ee rgTootcr for S)tage I and Stage I I
"t t ! r C lin rt , ninute vent ilat ion, and ox--en-satiira-

it tc n- med fv to eanxireter twill b e determined. I Lxe rc is eI, I IU 1i1) he i n(;reasi-ed b)e 2T wa tt s econ (L- enach1 mi nute0. Du ir in g
I-a)t I coo I: of e ach n ni mnote pe rio0d1, the heart rate,'

ll;dQ v o'Ttill )I on ill h e deter-minled. JlxpiTredl g aalysis 'ill also
"Ill 'C1De te(-t v i I Ie ! Continued until a heart rate of SO,

0 ' illitted nI'I)I'llim heairt rate is at tained oi- until the patient
ac 1),at i cot xill be ipruni tored elect r

al~ v-I J o''i l 1- I. \l1 Ia ic t raIi Ilecs 1-hoC develop) pulmTTonary1- S\TIptOPI-
r~nr; Ia i, i 1 1) e iv fere v(Iio one( o f t he i i e s t i i'at o r fo r

p' id'- o imi': il ;ga io e inne.;tinne(d ree'ardillno their pill
.An'' ; T vi \;dil h ri new , N-)t nr ill bc re -

I '' - T)('i Ia i i 1 Iv -i, C 1) gre i ndu ct i on pt 11,moonam'r fI n c t i n



Work Unit No. 80/4

and preinduction symptom~ will be carried out to determine if
any single factor accurately predicts puirunary syrptons during basic
training,

PROGRESS

N one

Status: Terminated



I PAAT Ti I D 'M

DIIAJI. S11J17

vantio of 'Myrnid liormones in Alcoholic 'lepatitis

PN P(!av MT'ST2AUP: "!M .,I. Ariees

1,f TI (A' T I

"he oin ject i ve of th i< study iS to delineate the phys iologv, of
thvroid iormonec mnuer the stress- of alcoholic hepatitis. The

Vtw -1 to letnni no if a defect in thyroid hormone octabolism
>~i~oif 11 s deturr-i ne if the defect is a lack of deiodinat ion

oi-f1rxn '14, or a; aI reversal of iodination.

:%\entv oat loots classified, as actite alcoholic liver hepatitis
ill >c enitered into the stud'y . Blood (10 m!) will he draw:n on

tloe da~iy )f admission for T4, T_', and rT3 studies. These studies,
ill he repea'tedl n,.n more t irus at weekly i nterals during the

course0 of) the hiospital stay. Cont rol studies will be performed on
rouitine thyroid JfIunction studv nat ients considered to he normal.

Vt~ ist ical rio.)ari son of normalI versus~ test patient thyroid

-ztII01i 1 he~ made4C anc evaluazted

Vh I i owl ctivated prot ocol . No results are, available.

)T .' (_1 i'0 i j i



DEPAMM:M'NT OF (C.I'.ICd. I.NYTISTI CFI OI
WILIIIX1 BF-U\UMOT ARMY MI(II QAJI CINIPR

LI. pASO, TIAkS 79920

D}TAIL SI [IFFY

The flematologic & MIetabolic Statuts of .Sickle Cell Trait
TITLY: Individuals Following Vigorous Exercise

WfOPK 1.7IT MO: 80/10

PPICIPAI. I.APTSTIGATOR: LTC P.C. Farlev, WC

NSSOCIATE IN TSTIMLATORF :

Oi),,E( TF I \lES

The degree of sickling, hemolysis, pI change, nmolvsis, and
hemturia will be assessed in sickle cell trait individuals
as comared to normal controls while undergoing vigorous exercise.

TIN INI CA, APPROAC I

AmProximatel' 50-70 heterozygous sickle hemog:lobin patients and
a like number of controls will he observed. The appropriate blood
and urine studies will he nerforned on these individuals at their
place of training while engaged in the physical activity.
Individuals may be asked to participate more than once in the study
if they demonstrate any departures from normal. The phases of
investigation will he (a) screen incoming black recruit population
for sickle cell trait and other heterozygous sickle cell states.
(b) On volunteer controls and subject individuals obtain baseline
(TC, serum chemistry, hemoglobin electrophoresis and urinalysis
during in-processing. (c) Identify subgrots of study suhiects
according to the level of hemoglobin S and degree of hnosth enuria:
load of physical conditioning and body habitt. (d) Contrast the
subgroups of study participants with each other and with a control
group while they trdergo the T test of their training progranwith the following parameters: Changes in (TC, electrolytes, muscle

enz-ymes, serum free hemoglobin, and % of sickling of red blood cells,
urinary sediment content and assav of urine nwoglob n and hemoglobin
(e) RecoreLs to be kept - consent form of participants. Routine
',A C data flow sheets will be used to record results. (f) During
inprocessing of recruits we hope to ask their cooperation in .ioining
the study and will present them with a consent form describing the
need to obtain blood and urine samples. Individuals who are asked
to participate on more tha one training occasion will be required
to sign a consent for each occasion. (g) Al of the above is to be
coordinated with the training coruand.

PROGCRSS

('ie screening session was performed in lav 1980. A full scale
study wcill hopefully be started soon.

K7A'IF : (' in inn
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I )It \F~11N'Tl (Tl: Cl.INI (.'TMTI(CATFIO
1111,1*W BLV\[1;l ARMY MEICAL. (iIT1I

IA. PASO, 'ITKXJ' 79920

Prospect i ve Stuty oi Mlanni tol in the Prevent ion of Radiorraphic

TI I :t'ontra-; t Tnuced Acute Renal Failure

.V>l,( VI T V: '" 0i/1

PR~hCTPAI T'.'VSII.,AT iF: IAI1A .. PhD, \ D

AS S(PC[TI I &] T  XFPS<

,N or iective of this stldv is to perform a prospective, randomized
and doule-blind stu of the possible protective effects of mannitol
iii 'revntini acute renal failure induced by radio contrast riedia.

* TID L\I C..M APPTAC0 I

-')1roxinatelv 29 siijects in each of two groups for each procedural
catcogorv will be studied. The first-t procedure will be intravenous

leei~raphv, hut such procedures as coronary angiography abdominal and
cranial agiorraphy may also be studied. Patients will be ages 18 and
above, active duty, dependents, and retired. The patients will be
ruidomized blindly and either receive 500 cc of dextrose S% water or

* 500 cc of dextrose 5% water plus 5% maMitol within one hour of the
r:wiodioraphic ryroce~dure. Additional volum supplementation will be at
tile discretion of the attending physician. The amount and type of

c ntrr-,t rlnteri,'1 tsed, and the type of procedure, as well as additional
data, V -1i be recorded.

Patient selection will be based upon any patient with a sertrm creatinine
of 1.7 to 4.0 r' /L. Both innatients and outpatients will he selected
for this investigation. Patients will have an initial MM S drawn prior
to ra diocontrast procedure and submit routine urinalysis and spot urine
for sodium and creatinine. Ihie above studies will then be repeated 24
hours after the procedure, and 72 hours after the procedure. If a rise
in the serum creatinine is noted !hen that particular patient will be
followed on an individual basis. The group will be analyzed for
di ffempces by Student's t-test.

P ROPRY S S

<.)lproxinatelv lo ,atjents have been entered. Ihe study will end with
20 patientS. 'lie clinical observations which led to this protocol
have been pub lished (Lancet 19:885, 1980).

:l\ . RlI'Oi 1r'
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)PVPU'NI' 01: (T.NIC. NV STCY
WIT.1 1 A"' BEAI M)NI ARMY ,FDICAL (71N'TP

EL. PAS(, TEXAS 79920

DEFAIL SI91E'T

An Investigation into the Effccts of Cromolvn Sodini on
TITLE :Nonsneci fic Bronchial I Nveract ivitv

1%WORK UNIT NO: 80/16

PRINCIPJ I.NVEISTIGCTOR: LTC I..E. Mansfield, \1)

tkSSOCIATE I.TSTIGATOR :

To evaluate whether cromolyn soditu administration will cause a
decrease in non-specific airway hperreactivit,. To determine if
this diminution will be associated with a favorable clinical response.

TEGINI CAL APPROAQI

Asthmatic patients will use cromoln by inhalation in a doibe-blind
cross-over trial. Bronchial hyper-reactivity will be monitored by
monthly histamine challenges. Twenty nonpregnant adult asthmatic
patients not reqouiring corticosteroid therapy will be selected. They
will be advised of the purnose of the study and hox, it will be carried
out. Any subject with a history suggesting a risk of renal or hepatic
dvsfunction will be excluded. This study will begin in October and end
in March, at which time the code will be broken. If the results
suggest significant benefit for cromolyn patients, the active therapy
will be offered to all patients and the study continued for six more
months.

PR)(, RFSS

.(quiprent for this nrotocol has not yet arrived, but is on order.
The technical staff of the Allergy and Clinical Immunolog' Sernice
is being trained in the techniques of bronchial provocation. Syrptom
score sheets and record raterials are being assessed.

STATE iS,: (~go i ng
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F DIPAYYA 1 C (]1 1 C Al. I \1 (.1 -
I'dIJU.I.\ BFL\PDM). VMW MIIIC.1 (T],711'

I. P.,S(), TEXAS 79920

D!II'All I. ITT"]1

(Clinic,11 I'valuatioln Of Renal Cortical Imaging 11tilizin!" 99rMrc-
rIA d d x~ gi , , ra p h

, , ""1{ 2'', : s,)/18

l'tP,1;7[!U\I T, A1>;!C\'!')R: [.TF( II. tenry , M,.B

7&.'-{' ,1 A"'! I,1 1V 'I i QCAI'( ;:

(iETBIU I\1i~S

. (it rflinete hec usefulneess of 9cc-Kidney Scintigraph in studyinp
renal blood fow arind renal anatomy. Intended for :ice in high resolution
an d'r t opr imh Ic imaoin,' for evaluation of anatomic detail. l'special lv
'1!!>frt:Ino fo' <rarIC ocCItpVInP lesior and renal trauma.

TE INT FCAdL APPRWA0 I

A i eries of adult natients who require renal radionuclide studies for
oia.nostic OuC)0o0e will be studied in detail and compared with our

standard renal agents. The imaging protocol is asq follows:

I . Rapid imaoes of the kidnevs will be obtained with an Anger
L-cinti lation Carera during the first 30 seconds following injection
of M9.r!c-D?%i. T..ese vi,s will be used to evaluate the agent as a
c:t.scular flow aeFnt.

".nitillv static i aies will then be obtained over the kidineys
for the 1icyt 15 tc 3) minutes to qualitatively evaluate early renal
u-nt I of radionuclide and to determine its usefulness as a fast renal
I "i',ari nl( agent

3. Initially sequential static images will also be obtained at
vam'ino titne intervals to evaluate the optimal imaging time for this

1ent.

4. \fter the results of the above steps arc, evaluated in the
first 2r; naticnts, a modified imaging protocol will be developed for the
rnnaimdrr of the study based tupon the usefulness of the early static
imncs and o0t in, al i magini tine.

For in(lividual Pati cots, the standard posterior vicws .ill be
stirle Kntofd b\ oblique, lateral , anterior and pinhole views as required.

The pat i nts to be studied under this protocol w.-ill meet the following
criteri;a: (Y) Nonpregrnrt and over the age of 18, umless special
indicatiors for studyv exist. (2) All will have either kn n or suspected
alteration of renal function or anatomic morphology, i .e., no subject
without man i fest or suspected disease will be studied.

88



'ork Unit 80/18

PROGRESS

Patient entry is awaiting completion of the scintillation camera room,
which should occur early in calendar year 1981.

STATUS: Ongoing
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WII.AM BI'-IVM'F A:If) U:DICAL CI'Nlr'R

El. PASO, TI'.UXAS 79920

DETAIl. SI 17T

W',.AMC 7915 Prevention of Gonadal Damage in Women Treated ithl
Corhination (hemotherapv or Radiotherapy Below the Diaphragm
for Hlodgkinj or nonllodgkins l,,vmyhoma

W P1, !P. II f: 8 /19

PP1NC>.I. ITS'ftICATOR: ITC P. Farley, MC

-VS.')CI.TVF [IAST'ICATDR I

OBIJECTI \T.S

To !.rotect the ova and follicular cells from ionizing radiation or
c1crot~torde~ttic damage and death hb putting these cells at rest
1uri .,2 act ivr therapy.

TEQIN CAL APPRACI I

Fhe let:i 1- are lengthy and specified in the original 'RKWC protocol.
! ,plicates are kept on file in the Clinical Investigation Department,
CAMC, and an, available tpon request.

PMGRESS

IIis is a nw,v 4proved WBAMC protocol. Patient entry is epqected, but
the tota, mTIber is anticipated to be small.

' T.N.IJJ( • Onpioi n,



Dl PAF.MEN" OF (1 I NICAL I.NVLSTIGATI _.,
EL, P,%SO, TE.AS 79920

DtETAIL IF YIF

TTITI.: SWCN 7827 Combined Modality\ Therapy for Breast Carcinoma, Phase IN1

\'DRK INIT NO: 80/20

PRINCIPAL I\ATSTIQATnR: LT P. Farley, MC

ASSOCI ATE I',VFSTICATORS:

OBJECFI\S

1. To compare the disease-free interval and recurrence rates in estrogen
receptor positive (EP+) premenopausal patients with StaQe II disease,
using combination chemotherapy alone versus cobination chemotherapy' and! ooph o rect omy,

2. To compare the disease-free interval and recurrence rates in
estrogen receptor positive postmenopausal patients with Stage II disease,
using combination chenmtheranv plus tamoxifen versus taruxifen alone
versus cobination chemotherapy alone.

$ . To compare the disease-free interval and recurrence rates in all
estrogen receptor negative (ER-) patients with Stage II disease usine
one versus to years of combination chemotherapy.

4. To compare the effect of these various adiu'nctive therapy programs
upon the survival patterns of such patients.

5. To correlate the ER status with disease-free interval and survival.

TEQ INICL APPRnACI!

The details are lengthy and specified in the original SWOC protocol.
DTplicates are kept on file in the Clinical Investigation Departrnt,
WBNIMC, and are available upon request.

PRORC SS

Excel lent progress is being made with patient accrual. Four patijents
have been entered.

q']IATI T' : (nCoi ne'
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, ,I.! i ..M BVAI r %r ).\P'Dl CM. (T\TI P

IT P.-, TXNA-S -992n

!NKVA.\I. S It.T7

I'lIi:- S),Cr -2"8 {hemotherapy for ,Mltinle MN elorm Phase I IT

PiTNC) IA. TY1§, P1TTGATnR: LTC P. Farley, C

_.\S (T XPV I IN] 7ST I (>\TlNR:q

OB wJ(TI\TS

1. To compare the effectiveness of four different drug conbinations
for remission induction in nreviously untreated patients with
mltiple rneeloma. Results will also he compared with those from
s i:-lar tierawies in recent ly completed Southwest Oncology Croup
Stu,'i es

2 :or natients with a ,5. tnmur reduction; to evaluate the
role of 12 rnths of chemotherapy maintenance with V\CP or VCP rlu
Ievarzisole, :,.1)n corimared with previous experiences.

T 1 0l NI cA. AP PROAM

C. -t-uI,,;ti ar-, lengthy and specified in the original ,wc protocol.
v l i cates are keat on file in the Clinical Investigation Departrent,
~I(,-< U, are available upon request.

prgRESS

,ar t.,i ntients ,ire tolerating the regimen very well.

',AI'l )nl O 1o

!',]All 57,: i Jlo na



TI I~k !)Ty~ 9L

YA -91) 2

TITLE: S1.,!C(C 7924 Moult jadal Thlerap for Limi ted $Tha~il I G ac cn
the Liwig

PRIN:CIPAL 1INWES.TIQ'ATOP: imp. Fancy\, MIC

1 . To determine tlhe officaciv of sequentially --iternatinp :-utul
noncros- resistant, mult idrug regimens in reruss ion induct ion anil
intens;ification therapy in Patients with limited ;mall cell lmnw
c, irc inora.

To determine the value of chest-radiotherapy added to ilt'" nte C'
;vstepiic chemotherapy in redlucinog chest recurrencs, arid i r, i lmrevT()\

Frnt of q-flrj\Tal.

To de t emi ne the relative efficac a nd toxicitY flw-oe
extens ;ive diest radliation when used in close chronologic seciuencc
w,,ith systemiAc mult iapent chemotherapeutic reginvwns.

-. To determine whether radiotherox ports should he set accer-di i,,

to turtor size prior to or after induction chemotherapy.

:0deterrune the va-lue of corri~imed sy-stemic chemotheraiw xluW

rad i otherapy in the coot rol of hulky dies t dlisease.

TFOI1XlCN, .ATIT DAC1I

Ilhe details are lengthy and specified in the on ci nal SMWC p reto ecI' .
!4pl i cates are L\en-t On filIe in the Clinical Investi gat ion Y -partr~ent
VBXMIC , andt are wvail able upon request.

o patileots were enteredl in 1-Y80

PCI I(n T1.'Oj



])IAPTW fWA.'7l ' ]lN. INI:IC V "'\

IL PAO, TIHiS 79020

ITTAI .

.Ar Ivalijat jon of Three Rapid ',onradi oi sotorpic Mcithols for thle

Irrinie Corilexes in Ihuran !isease

t:I~ 1' T 8O 3)'2

P01XL ~l.1 ~VI2T1 F-XOPLTC 1.\mln 1'. Manmsfield, W'

AS>W AT 1 STI A1hP RobeI~rt Frede rick, PhD ,DAC

flBWGIm(F I NIS

To evaluate threce di fe-ent rethods to detect irimmne compilexes in
~n'~u isese. t is hioped to find the one or two most useful

'tl(§th]T)u('b cli ni cal researchi and in patient surveillance.

TYECHNICN. APPFUACi

hrvrthodsL v, ill he used to meas;urc inmume corwlexes: Ilecr
riephelometer, ar n'\ linkied assay, and latex agglutination
ih ib it ion . Thb wle coq ared to Cl) radioirmoassav in their

* I ab )Iitv tr detect ore forred himian iinue conoilexes.

T)P(AC -SS

IPit e r~ i i I~nr tv! I~ 0 order.



II 1 RI Vl ThWN NRMY MiH11 (A, R:NTP
I.1 PA- T Xi§% '79920

'1ie LkY\'lopfleft of 3fl IhTI>'hc I.iflke~d AS ;a\' to 'isr ur-
Th-,uj: lercen Sp)ci; fir C n t i bo0dies of the Irmuiorlobiill.' in C ,n XlM

Class

(,(iP 0>1 NC> 8()/24

PRIXI ~A. I YIST (A IT(' I LN-ndron 1. MIans fi old, MC 31d e rov

ASSOC] NIT 1N\1~ CT Robert Frederick , Flil), IPAC

To modifv the 0en-vne linked irmimoassay developed to measure al iecnL1
spd ic ipF anit bodies to the measurement of allerglen se :c>

a(id I I, anibodies.

TF-TR(P'V KM PROA II

Allergjen kwill he diemnicallv hound to polvethyl enc tubes or ol as tic
rucrotiter -)ae,. Hihl specific rabbit antis;era to IgC, and (I$
*<-ill have, either ,l'aline ahospliatase or galactosidase en:flZle at~s
to it. The plates or tubes will he layered over with huui allr5i. J

sera obtained at various times during allergen imotherapY.

Tbp- xill be was'hed and thien ri 1avered with 'labeled'' a-it; 1- ci
\fter incubationi the plates or tubes will he washed. .1solution
contaillinr the proner substrates for the en=vrl will hec addC>I
plates . The enzyme driven reaction will cause a colon netic1
ill the- solution. The11 resullts; will he read vi Ln iv andu- i , c ro

nbo(-t one tor. Thec results w-,illI be comparedl to the radio irrslu-11ec 1 e 1
I on mth iod k.h i c:h wil h )ce er forimed i n the cs 11 1 fs h i on. i s ns
sera use;(d has been previous ly obtained and evalaamted h\, the 'ie
i munioprec i Ktat ion at Fi t :s ii nin \rrs, Nk~d ical Cenpter.

at~IN N1- So d

:itcri~V i-' oi:
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IVEP.AR"PIENT' OF L..NICAl I.'\STIGATION
ILLI~il BFAUMON7 AMYl 'DICAL CENTER

LL PASO, TEXAS- 79920

i ~~DE_TA' .

,ssessment of Hematologic an,. Ncurologic Abnormalities in the
TITI} Young Alcoholic Patient

1%'OPN I NTT NO: 80/26

PPINCIPAL IN.VESTICATOR: LTC P. Farley, .MC

ASSOCIATE T, NTSTICPTOPS:

OB.TCT IVrES

To determine if hematologic abnormalities exist in the young
alcoholic population in the absence of liver disease or severe
nutritional deficiency. To determine the degree of intellectual
impairment and presence of peripheral neuropathies especially in
the young alcoholic patient.

TEQ01NCA, APPROAQI

All natients admitted for alcohol detoxification or alcoholic liver
disea'se will be considered study subjects. No invasive procedures such
as bone marrow biopsy or liver biopsy will be proposed as part of the
stud-. tI clever, if the patient's physician obtains such a biopsy, we

will use the data. CBC, SMA 12, serum folate and blood smear will be
obtained routinely. Patients who are anemic will have a red cell
folate and serum Fe and IBC also collected, and other studies as
indicated to evaluate the anemia. In addition to the above routine
evaluation,the patients will be asked to consent to the following:
(1) Liver sonogram study, (2) Clinical examination by neurologist,
(3) Cranial C.T. Scan (when machine is available at BAMIC), (4) WAIS
Test (Wecksler Adult Intelligence Scale). Most patients consent to
enter the Day Care Treatment Center for two weeks after admission for
detoxi'ication. Ideally this will be the period of tire when studies
are obtained.

PROGRESS

Rapid accrual of study subjects is being realized. All phases of
the study are running well.

STAIJS: Ongoing
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DEPARI7fT nF CLINTICA. INKESTIGATION
WIlIAP1 BFA I17Th APM1" M.DICA. CE'NTER

El, pMSO, TEXAS 79920

DETAIL SITFIT

The Use of a New ?Iultitest Applicator in the Evaluation of
TITLE: the Clinical Ffficacy of Allergen Immunotherapy

WORK NIT NO: 80/28

PRINCIPAL INVTESTIGATOR: LTC L.E. Mansfield, MC

A SSOCIATE I.IVESTICATOnR:

OB ECF IES

To assess the value of using a new device called the multitest
in the use of serial skin tests to monitor the efficacy of allergen
irinunotherany.

TFCHNICAL APPROA1t

Thirty adult patients who are to begin inmunotherapy will be entered
into the study. The nature and the purpose of the study will be
explained to them.

Each natient will have an immnotherapy set prepared for then. Thi,
wi'l be that which is clinically indicated for them. On the day when
they begin their inrunotherapy program, they will have a specimen of
blood drawn. They will be tested by the prick-puncture and by the
multitest device to the following: 10 serial dilutions 1:200 to 1:200,(1
for the.r treatment mixture; dilutions of 1:100 to 1:100,000 of either
ragweed or Rissian thistle allergen (depending upon the patient's
sensitivity). The ultitest device will be placed so that the top
part of the device touches an imaginerrv line drwn through the point-
of the scapula. A' teiplate will he used to assure a constant location
for the titrated puncture test. For uniformity prick-puncture test will
be done on the right side of the back two inches from the spine. The
multitest will be on the left side of the back two inches from the spine.
The serum obtained prior to irrnumotherapy and at maintenance will he
evaluated for the presence of IgY, IgG, and lg.M specific antibody to
ragweed and/or Rus-sian thistle allergen.

PIR),IESS

The initiation of this stud" awaits order of the materials.

STATIJ (: ongoi ni.



DEP.ARPWTW OF (LINICAL INYESTICATION
W'ILLIAM BFAtTkfNT ARJY M.DICAL ENTFR

EL PASO, TEXAS 79920

DVTAIL SIEI

irect and Indirect Radionuclide Cystography in the Detection of
TILVVesicoureteral Reflux

WORK UNIT NO: 80/31

PRINCIPAL INVESTICATOR: LTC It. htenrv, mC

ASSOCIAT!' INVEST I GAT0RS:

OBTEC7 IVF.S

1. To detect and quantify vesicoureteral reflux.

. To provide earl\ detection of any deterioration in renal finction.

RTt- INI CAL APPROA&i

Patients with known , sicoureteral reflux will be studied by computer-
ized radionuclide renal imaging and direct radionuclide cystography.
The radioactive pharmaceutical used will be 99nffc-IMPA. These studies
will he performed on the child's regularly scheduled followip visit to
the Urology Clinic, in lieu of further radiographic examinations. A
flot, sheet will be completed on each child that is studied and copies
retained by the Nuclear Mledicine and Urology Service.

P~MRFSS

Of six natients studied the direct method shows greater sensitivitv
for d-tection of reflux than comparable radiographic studies, i.e.
IV' and retrograde c-,stogram.

"TAPi : (jn go i ng

9 8



DFPF MTIFNT OF CLINICAL, INW.STIGATION
WILLIAM BFAU40\N ARMY MDICAL CETFR

EL- PASO, TEXAS 79920

DETAI I, SHEET

A Randomized Trial of Chemotherapy and Radiation Versus
Radiation Alone in the Treatnent of Advanced Non-small Cell

TITLE,: Lung Cancer

W'ORK LNIT NO: 80/32

PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTICATOPS:

OBJECTIVES

To determine the efficacy of combination chemotherapy with SFu,
Vincristine and Mitomycin as measured by response rate and survival
benefit in patients with advanced non-small cell lung cancer.

TECINICAL APPROACH

The details are lengtly and specified in the original protocol.
Duplicates are kept on file in the Clinical Investigation Departmnt,
WIBAMC, and are available upon request.

PROGRESS

This protocol has been forwarded to the Clinical Investigation Re\i,
Board, tSC, for review. Approval had not been received at the end of
FY80.

STATUS: Ongoing
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DEPARTMENT OF CLINICAL INVESTIGATIi
WILLIAM BEAU I"NT AI MEDICAL CIEMTER

EL PASO, TEXAS 79920

DETAIL SHEET

TITLE: The Effects of Beta -2-Adrenerfic Agents ir Irnunoglobulins

WORK UNIT NO: 80/33

PRINCIPAL INVESTIGATOR: LTC Lvndron F. Mansfield, ".C

ASSOCIATE INEESTIGATORS: Robert Frederick, PhD, DAC

OBJECTIVES

To establish in an animal model if the effects of beta-2-
adrenergic agents on ir-runoglobulin levels are due to defects of
synthesis or increased catabolism.

TFlN ICAL APPROAQI

Laboratory white rats will be used fo! this experiment. They will be
grouped in units of ten animals according to the following plan.

a. Control groups; no medication
b. Terbutpline 125 mcg/kg twice daily for 4 weeks
c. Terbtalipe 200 mcg/kg twice daily for 4 weeks
d. Terbutaline 500 mcg/kg twice daily for 4 weeks
e. Isoproteronol 375 mc_/kp twice daily for 4 weeks

One ieek prior to beginning medications all animals will be inwunized
with hun~an garma globulin (1TCC). Just prior to beginning the medication
blood will be drawn and IgG, IgM, and IgA levels will be measured.
4ntibod- titer to 1IC, will be determined. On the seventh day of the
medication regien the rats will be given a booster of IGG along with a
primary immunization of KLII. After the fourth week of therapy the rats
will have blood taken for the determination of imnmioglobulins, secondary
response to HCG and primary response to Kl1. Inmnunoglobulins will be
measured by passive hemagglutination and radial irnmunodiffusion. Anti-
bodies will be determined by passive hemagglutinatio.

PROGRESS

The materials and biologicals for this study are presently on order.
It is expected that the study will begin soon.

STATUS: Ongoing

100



DFPkR -4.NT OF CLINICAL INVESTIGATION
','IL.TM BFAITh)., ARIt' .'.DICAJ. (..TFR

1l P,%So, TEXS 79920

DFTAI L HF
SWCX 7965 Treatment of Early Squamous Cell Ca of the Head and

TITLE Neck with Initial urgery and/or Radiotherapy Followed byTIL: Chemtherapy, vs No Further Treatment Phase III

WORK UNI NO: 80/35

PRINCIPAl. INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTI ATOq:

OBJECrIVFS

To determine if the disease-free interval and survival of patients
in high risk categories of squamous head and neck cancer can be
improved by adjuvant methotrexate after initial surgery, radio-
therapy or both have resulted in no clinically evident disease (N.E.D.)

TECHNICAL APPROAQ

The deta's are lengthy and specified in the original SOC protocol.
Dulicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

No patients were entered in FY80.

STATUS: Ongoing
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DEPARfmnNT OF aINICAL INFSTIGATION
WILLIkI BENAMI~'NT ARfWY .EDICAL CENTER

El P.,SO, TEXAS 79920

DFTAIL SHFYT
SWVOG 7902 Cobined Modality Therapy with Chemotherapy Radio-
therapy and Surgery in Advanced Previously Untreated (unresectable)

IT: I-I Stage III & IV Epidermoid Cancer of the Head and Neck Phase III

WORK UNIT NO: 80/36

PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MAC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

1. To compare the survival of Stage III and IV souamus cell carcinoma
of the tongue, oral cavity, tonsil, oropharynx, hypopharynx and larynx
subjected to radiation therapy followed by surgical excision if
possible, versus survival of patients subjected to chemtherapy with
Cis-Platinun, Oncovin, and Bleomycin (MB), followed by radiation
therapy and surgical versus radiotherapy and head and neck surgery.

TEQINICAL APPROACH

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Departnent,
WBANMC, and are available upon request.

PROGRESS

No patients were entered in FY80.

STATUS: Ongoing
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DEPAIm'MENT OF CLINI CAL INVESTI GATI ON
WILLIA I BE\FI.NT ARMY MEDICAL CQNTER

EL PASO, TEXAS 79920

DETAIL SHUFT

SIOC 7808 Combination Modality Treatment for Stage II IV
TITLE: lodgkins Disease MOPP #6, Phase III

WORK UNIT NO: 80/37

PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJECTIVES

1. To attempt to increase the complete remission rate induced with
MOP-BAP alone utilizing involved field radiotherapy in patients with
Stages III and IV Hodgkin's disease achieving a PR at the end of 6
cycles of MOP-BAP.

2. To determine if inmunotherany maintenance with levarisole or con-
solidation with low dose involved field radiotherapy will produce
significantly longer remission duration over a no further treatment
group when CR has been induced with 6 cycles of MOP-BAP in Stages
III and IV Hodgkin's disease.

TEINICAL APPROAQI

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,
WBANC, and are available upon request.

PIW)GRESS

Two patients treated by us remain in complete remission.

STATUS: Ongoing
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DEPARPMENT OF CLINICAL I\rUSTICATIM.(
WILLIAM BFAU&IJT ARMY MFDICAL CFThP

EL PASO, TEXAS 79920

DETAIL SHEFT

SWO, 7983 Radiation Therapy in Conbination w/CcNU in Patients
TITLE:with Incompletely Resected Cliomas of the Brain Grade I & II,

Phase III
WORK UNIT '10: 80/38

PRINCIPAL INRT.STICATnR: LTC P.C. Farley, MC

ASSOCIATE INVSTI GA.TORS:

OBJECT IVES

1. The major objective of this study is to compare the survival of
patients with incorpletely resected Grade I and II gliomas treated
with radiation alone versus radiation and CC(4U.

2. To compare the effectiveness of radiation therapy versus radiation
theray plus CMCN for remission induction and duration of remission.
Because many of these patients will have poorly or non-measureable
disease this will only be a secondary objective.

TFCIINICAL APPROAQI

The details are lengthy and specified in the original SWOG protocol.
Duplicates are kept on file in the Clinical Investigation Department,
I A IC, and are available upon request.

PRDGRESS

One patient was entered in F80.

STATUS: Onpoinr
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DXPAVT..N OF nl T'ICAL INESTIGATIN
WILLIAM BENU4 ).T APRM' EDICAL CINER

EL P..VSO, TEXAS 79920

DETAIL SHEFT

TITLF: SWOG 7985 Combined Modality Treatment for ER-Breast Cancer Phase III

WORK UNIT NO: 80/39

PRINCIPAI, INESTIcATnR: LTC P.C. Farley, MC

ASSOCIATE .TESTI GATnRS :

OBJI.CTIVES

To co~are disease-free interval and survival among control group
Stage I(and Stage II node negative) breast cancer patients whose
tumors are determined to be ER- at the time of mastectomy, versus
Stage I (and Stage II node negative) ER- natients treated with
adjuvant CN7FV for 6 months.

To document recurrence patterns among untreated patients with Stage I
breast cancer whose tumors are determined to be ER- at the time of
mastectomy.

TEINICAL APPROACH

The details are lengthy and specified in the original WCOG protocol.
Duplicates are kept on file in the Clinical Investigation Departmnt,
N BAMC, and are available upon request.

PROGRESS

No patients were entered in FY80

STATUS: Ongoipn
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DI'PARtNTNT OF C.IN1CAJ. I:,ESTIQCATI(.C,'
KI~RFA ! E:I%' .7 ARMY .DIC..J, CT-NT7R

E. P.A'C,, TEXiS 79920

DETAIL, SHETI

TiLl' Fxercise Induced Asthma in Basic Trainees

.,Rt UNIT NO: 80/40

PRINCIP!\J, INVESTIGATOR: -TC S.R. Smith,K)

,SSOCI ATE I NT,1STIGATOR0 :

OB, J.CT I WS

Thiis study is undertaken to determine the incidence of exercise
induced asthma in basic trainees. The study will attempt to
identif, these individuals by pulmonary' function testing and the
Arerican Thoracic Society questionnaire.

TECINI CAL APPROAI

Iach B7 recruit will fill out an ATS-DLD 78 questionnaire regarding
his family, personal and medical history. Standardization of this
questionnaire has previously been accomplished. While being held in
the reception station, Fort Bliss, each recruit will undergo pulmonan-
function testing. Those individuals with subtle spirometric abnormali-
ties (i.e. reduced mid and terminal flows) or with a mild obstructive
ventilator" (lefect will undergo exercise testing. For the purposes of
this studyv the grading system devised by the Cormittee on Pulmonar,
PhvsiooM', American College of Clist Physicians will be followed.'
Although extensively used as clinical recomendations, the sensitivity
and sneci ficitv of the questionnaires and pulmonar- function tests are
conjectural. Statistical analyses will follow available guidelines.
Fxercise testing will be carried out on a bicycle ergometer. Exercise
wor-loads will be increased 25 watt seconds each minute. During the last
15 seconds of each minute period, the heart rate, minute ventilation
will be determined. Fxpired gas analysis will also be performed. The
test will be continued until a heart rate of 80% of the age adjusted
maximum heart rate is attained or until the patient fatigues. During
exercise, oxygen saturation will be monitored with an ear oximeter. If
oxygen saturation drops below 75, the study will he stopped. Spirogra-
phic tracings will be done at 5, 15 and 25 minutes after cessation of
exercise as well as at 10 minutes after inhaled bronchodilators.
After basic training, all individuals will again complete the ATS-DID
cuestionnaire. Anv individuals with new svNptor1s will be re-evaluated.
Retrospective analysis of preinduction pulmonary functions and question-
naires will be carried out to determine if any single factor predicts
exercise induced asthma during basic training. Pulmonary function tests
will be compared with the normals established by the VA-Army study.

P R{iVGRSS

lhis erotocol was submitted and approved late in F'Y80 and patient entry
lIres just hepram.

-T- 1 1 1(, .l T ;l9



DEPA MENT OF ClINICAL INVESTIGATION
WILLIAM BFAUI'NT AP"' rvzDICAL CENTER

F1 T.'.'%C, fEXAS 79920

DETAIL SHFE

WRAMC 7810 Prevention of Gonadal Damage in Men Treated with
TITLE: Combination (emtherapy/Radiotherapy for Hodgkins Disease and

nonHodgkins Lymphomas
WORK UNIT NO:80/41

PRINCIPAL INVESTIGATOR: LTC P.C. Farley, MC

ASSOCIATE INVESTIGATORS:

OBJFCTIVES

To prevent permanent infertility and alterations in normal sexual
function caused by combination chemotherapy in the treatment of
Hodgkin's disease or nonHodgkin's lymphoma.

TEGMNI CAL APPDAC-

The details are lengthy and specified in the original WRA4C protocol.
Duplicates are kept on file in the Clinical Investigation Department,
WBAMC, and are available upon request.

PROGRESS

This p-rotocol was approved near the end of FY90 and patients have jtLt
begun to be entered.

STATUS: Ongoing
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DIPTVME.IFT OF CLINICA. INVESTICATION
'"I.IiA!. 3 BEAVUPN7 AIMMF4 DT. CE.-NTER

E.L PASO, TIXAS 79920

DETAIL SIEYF

UmTilical Cord Lactate, Pyruvate, Betahvdrox Butyrate, prn z
FTTTl: p10, and pl Value in Norma] and Abnormal Pregnancies

i'*oR1 UNIT NO: -4/01

PRIXCI PA. INVE:STIGATOR: ETC i.. Daniell, ,U

.SSOCIAT17 INA.ES.TIGATOR :

OBJFCT ITS

To stuK- the effect of labor on normal pregnancies and pregnancies

cor )icated by placental insufficiency.

TE.1UNICAL. APPROA0I

'aternal arniotic fluid, venous, umbilical arterial and uybilical
venous blood sarples will be studied for the above levels. The
results will be correlated with neonatal outcome and morbidity.

PROI)GRESS

'AlthouFgh this project has been suspended a prolonged tire it is
still considered worthwhile and will be conducted if conditions
permit. The original princiapl investigator has retired and a
new investigator has assumed the project.

STATIJS: Ongoing
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DE FPARI'IE, OF CLINICAL INXTSTICATION
WIILIM. BF-A4M7NI ARM" N.DICAL CETY_\ER

EL, P.,%SO, TEXAS 79920

DETAI , SIIF1T

Maternal and Fetal Plasma Levels of Steroid Hormones in

TITLE: Normal and Pathological Pregnancies During Labor

WORK UNIT NO: 7 4 / 1 6

PRINCIPAL INVESTIGATOR: COL L.L. Penney, MD

ASSOCIATE INVESTIGATORS:

OBJECTIVES

To determine if a rapid assay of steroid hormones would be of
clinical value if drmn at the onset of labor from maternal vein or
fetal scalp.

* TEQTINICAL APPROAQI

Womflen in labor with a high risb for fetal distress from placental
insufficiency will be included as sapples upon admission to Labor
and Deliverv. The radioinnioassav for estriol is being modified
by eliminating sone steps and increasing the temperature during~i'ncub at ion.

CONS4AB1I SUPPLIES

$78

PROGRESS

No additional patients have been entered. No further publications
after the FY79 report have been submitted.

STATUS: Completed
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DEP.AW.IENTF OF CI1';ICA1. INATSTI.ATION
W'II.IINM BE.WNTr APM MEDICAL C.NT ER

i, PASO, TEXVS 79920

DETAIL SHEEF

TITTI:striol Production Rate Studies in Pregnant Women

WORK MIIT NO:76/29

PRINCIP.AJ, INkTSTICATOR: COL L.L. Penney, MD

-ASOCIATF TNVESTICATORS:

OBJI.C' I S

Determination of estriol production rates in normal pregnant womenand correlation in abnormal gestations with the clinical outcome.

TECUMAJC, APPROAGI!

I'striol production rates will be estimated by the infusion of
deuterated estriol into these women followed by subsequent serum
sa lin2. A measurement of the amount of deuteroestriol present in
extracted estriol samples relative to the total amount of estriol
extracted would indicate the rate of endogenous estriol synthesized
h, the patient.

PROGRESS

STATURS: Teminated
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l. P..~o, TES 799 20

I)1I."I I. SqtI

Correlation of A..miot ic Fluid Cort isol mid the !.rc I t rin I

TITLE: Surge in MIaternal Plasma

WORK INIT NO: 76/34

PRINCIPki., INATSTIGATOR: COL I.I,. Penney, 'ID

ASSOCIATP INVESTICATORS:

oB.TF CF IV\lS

To confirm the almiotic fluid cortisol levels at van'ing geStational
ages. To correlate these levels with the maternal free estriol

*surge and the aniotic fluid L/S ratio and attempt to determine if
the cortisol increase is also nonlinear and, if so, if it precede>
or follows the free estriol surge.

TEh NICAL APPROAQII

The amniotic fluid cortisol concentration and L./S ratios on each
speciren submitted will be determined, as will plasma free estriol
and cortisol when each amniocentesis is performed. The indications-
for amiocentesis will be based on currently accepted clinical criteril
and the decision for the procedure will be made by attending and
resident staff managing the patient. The analyses will be done by
radioirrunoassay and TLC as presently performed in the RIA laboratories.
The data will be subjected to regression analysis and appropriate
rank correlation.

PROGRESS

Sxt-to study specimens were analyzed and the data presented at
the Amd Forces District Meeting of the American College of
Obstetrics and .Vnecolog, in October 1977. A manuscript has been
submitted to Acta Obstet ,ynecol Scandinavia.

STATUS: Completed
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D1 MKIM'~ 1 ('(1 C IIAI0 P.ITSTIGNAT t"

Vi V MY 4 DIM1 1NT'

rVIM -111- 1hibit ion of' Premature Laibor iwitli Torhuta ine

IT I NC P.\j, A U1 iIKIR eli I~.' l~~e , NU

*.\. S MI All I 'A'I SiTI CAYORS: MI). I .. Penney, MP

Intu~h iniihi*:orv effect-s of terhbutaline on prem'.1tUrc labor.

Fl (IlN~l .. APPROA0 I

Pil it-rl ktn i no ceont rai ndicat i n condition, such as; riqttd WY,
in! raut r inc-Sf or abrupt io p1lacenta will he treated for
-rtnat urc labor l,,i tl either Torhutal inc or a placebo. After
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)IP.PT.I,7 OF ,IN1C.L I.NWSTI CATICM
'.'1l .11I.N1 BFA1.TP. MY 'WDICAL. MT.I'ER

l. P\Sn, TVYAS 79920

DtITAI 1. StIFJT
Stud" to Determine the Ability of Amiotic Fluid to Inhibit
G"rowth of F. Coli

\WORK INIT NO: '"7/06

PRINCIPAl. I>ATqSTIcL FOR: Ml. )avid Boyce, .t4D

-SSOCLAT: IN%:STIGAFOP ;: I.TC .M. Sellers, PhD; Ml, A. Killam, '11)

11O), 9tCT I \TIS
To devise an irmroved laboratory method for determining the
inhibitory nroperty of amiotic fluid.

TI(1tNI\CAJ, APPW)ACII

The growth and/or inhibition of a laboratory strain of F. Coli in
arniotic fluid as well as certain controlled media is to be
monitored by a technique using C14 tagged glucose in the various
culture media and monitored by the amount of 14 M2 eluted asSmeasured in a liquid scintillation counter. MIatermal and cord
blood serun zinc levels will be determined as well as the zinc
and phosphate ratios of the armiotic fluid. An attempt will be
Made to correlate the inhibitory or noninhibitory effect of
armiotic fluid on the F. coli as well as the zinc and zinc/phosphate
ratios of this inhibitor effect to neonatal sepsis.

(PNS11MABIo SUPPLIES

$1890

PROGRESS

9. reentation of nreliminary data was made at the Armed Forces
l)istrict-American College Obstetrics-GIynecologist in October 1978.
In addition to the manLscript previously exceroted in this report
a letter to the editor of the .1. Nucl. Mied. has been submitted.
" ork !s currently in progress to isolate the peptide(s) responsible
for the bacterial growth, or metabolic, inhibition.

'-TAFIS: (n{goi n
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DY PARFDENT' OF cLI ('I .CAL INkVISTT!(iATI ON
WILLINI BFAIJMNT ARMY .MEDICAL CINTER

EL PkSO, TEXAS 79920

DETAIL SI IEET

TITLE: The Effect of Prostap.landin S xqnthesis Inhibitors on Uterine lood
Flow

WORK UNIT NO: 77/19

PRINCIPAL INVESTICATnR: ITC 1".C. Daniell, IMC

ASSOCIATE INVESTIATORS: B.F.F. Reiniam

OBJ"7CTIVT.S
Itermine effects of prostagldmdin synthetase inhibitors on utei in(
blood flow in prefrnant animals.

TECI LI GAL APROAC I

Ap)plication of three different categories of agents will be considered.
The response of the uterine blood flow to specific aradcidonic acids,
prostaglandin synthesis intermediates, and pros taglandirs. This is
important because of the necessity to learn in what way the uterine
blood flow in influenced by each class of conpounds. The response of
the uterine blood flow to substances with a kncnn ability to block
prostaplandin synthesis (e.g. acetvIsalicvlic acid or indomethacin).
The response of" the uterine blood flow to substances of urknon ability
to block prostaglandin synthesis (e.g. phenvibutazone) or to suhstances
which have shoxwn, in varving studies, different reictiors and conse-
quentlv have yielded contradicting intepretations. l'ere particularlv
the cannabinoids must be included. Drugs to be tested in the study
include: 1) estradiol (known to increase the uterine blood flow) -')
Ln donethacin (known to reduce the uterine blood flow) 3) acetvlsal icrIic
acid 4) phenvylttazone 5) cannabinol (CBN) 6) cannabidiolic acil (TJ)
acid) 7) ( -) -trans-' tetrahvdrocannahinol (delta-8-T1W)8) c:nnb iii, ol
((BC') 10) (-)-trans-, 9 tetralvdrocarabinol (delta-)-T'I" l1 l cann;tbicvcl d
(,TECy) 12) olivetol 13) various prnstanlandins (@YAI C1,,PC( , PI fu-)ilv
merters) Both nonpregnant and pregnant sheep will have electric blood
Flov monitors implanted around the two uterine arteries. .At the Rarc
time, catheters will be placefl in both the femoral arterv anid vi) with

their tips located in the corrxn iliac artery or veit, respect ivelv. This
surgical procedure is a routine operation of our tear (e .' . e 1!- ill,
et al, 1973). After recovery of the aiir-.als fror' suri,erv, the ewte iill

be given estrodiol to increase th uterine blood fl(w,. !Doses of indors'
thacin and acetylsalicclic acid are designed to give an indicatioll of
the general reaction norm of each animal. Doses of cannabinoi k a>
indicated above, individually or in conimination tith other dhii(s, till
be inftsed into one of the uterine arteries throus-J the first hr:uwch
of the uterine artery in the broad li gnment. TIe imasired p iru'etei a.v
a response to the medication are dianees of pressure and flow r;itc, 1v>

recorded through the implanted instntuents. The uterine vas cular
conductance will be calculated from the pressure-fl,- ratio



','ork Unit 77/19

FlowConductance-
Arterial-venous pressure

P ROGRE7SS

.\n attempt was imade to measure effects of cannabinoids, indomethacin
and aspirin on uterine blood flow in dogs. The flow probe method proved
unsatisfactor'. Late in FY80 141Ce microspheres for baseline and 8SSr
microspheres for single point later perfusion determinations were
us ed in pregnant rabbits. This method is limited by being discrete,
s opposed to a continuous monitor such as a flow-probe, but is providing
reproducible data. Controls have been completed and study of the
effects of IlIC are in progress.

STATUS: Ongoing
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DEP.,WVMEN7 Of CLINICAL. INM, *.STI CATI Ct?'
WILI, BFAWiONT AR' ,f.DICAL CPTITER

EL PASO, TEXAS 79920

DITAI I. SIPtE-

A Comparison of Phospholipid Levels and Choline Phospho-
TITL.:transferase (C11T) Activity in Aniotic Fluid and Newborn

Tracheal Fluid
WORK INIT NO: 77/25

PRINCIPM, TN-.TSTICTOR: ITC !'.C. Daniell, 17)

ASSOCIATE I.NTSTIGATORS: COl-, L.L. Penney, MD; David n. Pauls, Phi), PAC

OBJIFC I\T.S

To determine if the level of phosphatidyl glycerol (PC) and
phosphatidyl inositol (PI) or the activity o choline phosphotransferase
could serve as an accurate index of lung maturity.

TECI M1I CAL NPPROACH

Nmiotic fluid, and neonatal gastric and phar.npeal fluids which
are normally discarded, will be analyzed for phosphatidvl ,glycerol,
phosphatidyl inositol, choline phosphotransferase, and ringnesilln.
The levels measured will he correlated with the incidence and
severity of neonatal respiratory stress and hyaline membrane disease.

CONSI TMABLF SUPPLI ES

$1041

PR OGRESS

Analysis for PC revealed undetectible levels in 25-day fetal rabbit
limp following maternal treatment with either cnntrol (saline) or
steroid. Further refinement of the PC methodoloM, is being accom-
plished and additional animals will then be studied.

STATIIS: Ongoing
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!]T T'%- 7IK 7-92

DFT.M I. St ITT

Com.arison of Usual Clinical and Laboratory Measurements of
',estational Age with Gestational Age Ietelrnned by Radiorecertor

A Esav (RRA) for 1iCC,

IVR1K INIT Nc: 78/07

PRINCIPAL, [VSTI(CATlR: CPL .L.L. Penney, MD

.X<S(X2 I.;\'I! I :,I MV I 1CA''RS

OBJEtCT' IVhS

To confi n the accuracy of pregnancy dating within the first to
fourth weeks following ovulation reported by others with the use
of RR. for 11CC. To correlate this data with other parareters of
fetal aie as an assessment of the accuracy of these tests which
heretofore have relied on subjective, variable gestational age
estirates (i.e. menstrual cycle length, UMP, etc.)

TECNICAl APPROAGI

ihc study il be run as an adjunct to protocol 76/20, with
additional volunteers selected from the routine obstetrical clinic.
Oie 1CC values will he determined by conercially available RRA.
Phese values iwill he available only to the principal investigator
imtil the conclusion of the study,, at which tine the test, if
jus t ified, may he ijstituted as a routine stud,.

PROGRESS

In estt)lishing baseline data for this protocol, serum estriol, an
accepted laboratory parameter of gestational age, has been re-
ovaluated. The work regarding the unconjugated fraction was renorted
last year. Three additional manuscripts have been submitted and the
abstracts are reproduced below:

1. Estimation of Gestational Age and ,Maternal Serum Steroid
Concentrations: Total I-striol.

Acute increases in maternal serum unconjugated ectriol between
)S and 37 weeks of pregnancy have been reported to correlate predictably
ith gestational age. In this study total estriol was measured by

radioinimunoassav in an effort to define maturational surges. Statisti-
cally significant variations from predicted regression lines were not
demonstrated in any individual patient or in grouped data.
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Work Unit No. 78/07

2. Variability in liconjugated and Total Estriol in Se m I~.iii
Normal Third Trimester Pregnanc\,.

We determined unconjugated and total estriol concentrations in
serum during the third trimester in 34 normal gestations. Data were
obtained weekly for 13 women for as long as nine weeks; 21 others
were studied daily for up. to 15 days. No correlation between birth
weight and either estriol fraction was demonstrated. Between-vatient
variability was less for unconjugated estriol and was similar for
weekly and daily data. Within-patient variability was also less for
nconjugated estriol and, as expected, was less for daily than for

weekly data. The CV for daily samples, within patient, averaged
13.0% for unconjugated estriol and 20.3% for total estriol. Our data
support the daily determination of unconjugated estri )1 in serum.,
evaluated for percent changes from single or mean preceding values,
as the preferred method of monitoring estriol during pregnancy.

3. Ratio of Unconjugated to Total Fstriol in Uncomplicated
Third-Trimester Pregnancy.

The serum unconjugated estriol, as a percent of total estriol,
has been determined in third-trimester pregnancies studied longitudinally.
The unconjugated fraction in any specific sample ranged fror 4.1% to
21.6% of the total. The mean percent trconjugated estriol in 34
patients sampled 7 to 15 times each between 32 and 40 weeks of gestation
ranged from 5.3% to 13.6%. Higher serum total estriol concentration
correlates with a icwer percent of unconjugated. The mean percent
unconjugated decreases during the last eight weeks of gestation from

11.4% to 8.4% with a calculated regression line of Y = 23.323 -

0.368X. Thus, the concentration of serum unconjugated estriol is
relatively more constant. The majority of patients demonstrate a
narrow range of percent serum unconjugated estriol. These circum-
stances, combined with ease of assay, support the use of serum
unconjugated estriol in pregnancy estriol monitoring.

Patients in the first two weeks of pregnancy have not volunteered
in sufficient numbers and no more data will be collected.

STATUS: Completed

-- 119



MIII~~ -V' NMBAThYTkR MDI GAl. (TNTIR

IT P:\Sc, TEANS 79920

DETAILI SI T-17

Acid A sriration Prophylaixis wit-h Cimetidine, C-lycopyrrola~te,
TFT I'VI and( Antaci ds

OP UNIT N( 78/08
PPmP XCITl mM. TSTI GATOP: LTC7 I%' Daniell, ,I

1,VOITPF INVE'STIGATORS:

This study will determiine the relative effectiveness of three
different 'nreoineratv eprenedi cat ion protocols in redluci ng the
risk of acid aspiration before, duringo, and after routine surgical
p)roce tIures

TI:(]INT(-.U VTIROACII

heeffects o nremedi cation prior to surg1erv on glastric juice
voliu,.) and p11 will beevaluated in 200 patients Lmdergoinp elective
nof ,L-atric surgical procedures un'der general anesthesia requiring
i ntQh zt ion. Patients taing nevdications that alter uastric secretion
o.-r who h~ave had a histom- of gastric surem will be excluded. Al
I'atien~ts Will be NP() fror 2300 the dayN before surgoen-. The patients

,awtl\':ed will consist of age, weight, sex, tyrne of preirica1tion,
tyT'e of surg-ery, t\-pe o F anesthesia, length of surgery, observed

aspiratonand IVl and calculated gastric secretion voltume of intuba-
ti-TI and extubaotinn collections.

TpcRGRSS

Th taffinw ;hortape in Anesthesia has precluded institution of
the s tly

Icj T(- na



D P-ARIM NT U(IN A IF 1\TSTl~I CT
PTlIA EAPT)17 T AR ' EDICAl. (TN7ER

EL1 P_.SO, TXS79)920

DETAIL SET

Rhio~an MIonitoring:, lFetaldex versus; Vketect ion) oF Ci rciilatillo
TITLE: Anti -Pho(Dn

WORK UNIT Nn: 78/li)

PRTNCIPAL INVTSTICATOR: LTC: M. Sellers, ,ISC

AkssOCI ATE I NVESTI CATORS:

OPDFliTI\TS

To compare testino for anti-I) antibody\ in the sennim of Ph negative
worlen receiix nT huwmr. anti -D ganma globulin for the prevention of
Rh sensitization with the Fetaldex test for fetal RBC in maternal
1lood.

ITOC I.NI CAi. APPROACI I

Fetaldex testsz and the standard test to deterriine if anti-P anti -f
bodies are present in the patient's blood 24 to 48 hours after the
Rho~arl will be done and the results compared. Wh1en possible Ph

sensitization will be tested for at 6 to 9 nonths after delivery.

IPOCIRTSS

This nroject waIs assUIC-d by Dr. .JanUe S tafford, OPT," MC. and thle
dlata comnilecl for presentation at the Arned Forces F)-strict -

.-rrrican C-olleg e (Ostetrics Cvn-Pecology\ \Ieetino, in INKO. The( fInis
are stumnarized helow\:

To (late, 58 1n at ients have been tested. (Four nat ients were exclud
from the studyv becauL;c of clotted or incorrect ly labeled blood sarmles )
Only one patient by our traditional method reciuiired a siihseouent (lose
of Pfhooar (her artlIbodv screen. was positive after the second~ vial)
The1c fetadex study founzd 11 pat ients wf o reqlui red more than one vial of,
Phiofpa-. O)ne of' these reouire(I five v;i-als (the saner pat ient I~hO rConi red
two by our current method) . Twenty percent of those' studied would!
have requii red more thlan one -ialI . Ed liaw~p studies at six Months i. ill
he dIoneC On any of thiese paticnts iho are avail ale to test for presenl.C
()f -ennm ant ibody.

Thle ljues t ion of the prnoer way to eivalunate candi dates for Phi'r~os e
hais beep (lebate(1 previousl 'y . Some sourI-cs hlave st Ited that fai lure to
us;e a method to quant itatc the ;UrIKLnt of fetal RDC's in m.aternlal MiOO I
(the Fetaldex or Kleiliater-Retke) is mipr,,icti ce. Onie study retrospect ivyel
of 1 ,630 hospitals ' methond of detection compared to inisa!e ()I Pho 'an by xi :t1

eL



h'ork [nit "%o. 78/10

-hced a sigi ficant correlation between use of an acid elution
tedJiniqt (Fetaldex and the use of Rhogam. ' lore than ten t ines the
expected niurer of patients received mutiple vials of Rhogam. This
stud stated "the possible overuse of Rh intwme globulin in sowe
laboratories using Fetaldex is probably due to incorrect interpreta-
tion of samples with minimal or no fetal cells." The scientific and
legal precedents are not sufficiently established to say that one
approach is better than the other. Our current rethod is ceaper
in terms of cost and technicicn time. In theory, our nrthod protect-
the patient from the possibility that the antibody supplied has
been inactivated, not given properly or was not placed in the vial
by the drug manufacturer. To this date we believe our data confim
our belief that the extra expense of the Fetaldex test and the e.pense
of additional Rhogam injections has not been found to be necessary
in the treatment of Rh negative patients in our population.

,.VI'IJS: Compl eted
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DEP:RFMV\NT'I OF CLINIC-AL INWSTIGTION
WILIVI bTtYIIN ARMY MEDICALV (INTER

El. P\SO, TXAS 79920

DETAIL SHF]T

The Role of Pros taglandins and Pro,,ta, 1 andin Synthet ase
TITLE: Inhibitors in Hemorrhagic Shock

WORK UNIT NO: 78/11

PPINCIPAL INV-STIGNTOR: (I-. 1.... Penney, .11)

ASSOCIATT INVE STI GATOS:

OB. JECT IXES

To determine if prostaglandin levels are increased during
hemorrhagic shock and if orostaglandin svnthetase inhibitors
imrove or worsen an animal's condition in hemorrhagic shock.

TFCMIVtA.. AIPWIACI

Hemorrhagic shock is induced in the standard method of l!ardai..av.
Serial deterinations of prostaglandins and the standard physio-
logic parameters %-ill be followed. Some of the apirals will be
given a saline placebo, others will be given a prostaglandin
svnthetase inhibitor.

ONSUMBIT SUPPLIES K

$1142

PROGRESS

Techniues for auantification of the major prostaglandirs from
l,LaTma are now available in the Clinical Investigation Deartment,

hut no animals have been studied to date. The technioues for
-rostaglandin analysis may be utilized in other protocols, ,s
for exarmle 77/19.

'TI'ATIi;: Ieri nated

123
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*qP\RIINI ,- GE (Ti I Ni (Al, N\.1,ST I GA'TI ('t

Null ~ ~ V MAFA 9 .DICAL (TiMII
III, P.\V(), TETXkS 79920

D)TAI 1. SHIMF

inhibition of the Vacular Effect of 17:--tstradiol with

T ITH.: Act inomvcin I)

V','ORK N ' l NO: 78/20

PINCTPA.I. rNISTrCATOR: (21. I., Penney, IT

ASSOCIATF N.\TISTlGATOR :

OBIT. flNTS

io detternine if the vascular effect of 17( estradiol er, ploys the
sa'e pMthways as the .growth promoting effect on the sex organs of
rabb its.

TFO 17,'I CA . .) ROA

Act inom-cin P, will he given to rabbits in sufficient dosage to block
the gro ,-th prnmotinrg effect of estradiol 17-beta, whidi is a potent
vasodilator of the uterLs (s well as a potent grotth nromoter. If
the vascular effect of estradiol-17-beta is not affected nearly" as much
as the growth promoting effect, this would suggest that the vascular
effect does not rely on transcription. Study rabbits will be divided
into random grot.s, all will initially have their ovaries remved. A
femoral arten" and a carotid artery will be catheterized. Bnyline
uterine blood flow will be deterrined by infusing 10-15 Ci '0
microsnheres in the carotid catheter and sampling from the femoral
artery. one /Kg of 17E. estradiol with labeled uridine will be
given 3,d the control animals subdivided for study at hourly (or
lc>. if needed) intervals to determne onset of increased blood flow.
,An infu-ion of 30-40 aCi 51 Cr at these intervals will be used to
calculate hlood flow. All animals will then be sacrificed and
aliotots of uterine tissue for RNA quantitation and label incorpora-
tion will be analzvzed. The microsnheres per gram of uterine tissue
and per orgn ',ill be determined. Subsequently repeat blood flow
studies will be clone at the time at which control animals increased
their uterine blood flow. These animals will receive actinowcin
4 mg/Kg, cvclohexinide 20 mg/Kg, or puror'cin 200 mg/Kg 30 minutes
prior to hormone administration.

C( NS IMA,! I.1 SUPPIL I ES

$3707

P R(;IdSS

This stud\' was benmt' late in 1.780. .'ean uterine blood in the intact
nature rabbit has been determined to be 0.69 ml/mr/gm. A decrease
to 25-30'0 of this value is seen by six days post-oophorecton'. Base-
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Work Unit 78/26

line flo%, remain tnchanged between six and 69 days ,t,,rativ\
In establishing the methodolog." and appropriate controls to usc .,
determining perfision at separate times it has been fotwt that 11 C'e
at to with SlCr at 12 hours vields results at the latter tine whid
are inconsistent. 85Sr has', however, proven satisfactory a s the
second isotope. Control animals to establish the validity of the
technique, to deonstrate change with each of the planned diluents
(propyene glvcol, ethanol, saline) and to determine the increase
in flow following estradiol administration to the oophorectomized
rabbit are being entered.

STATUS: Ongoing
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I11AI~17WN .11 1 " I (: \ F NVSI CAF p t 'V

1-1 PASC), TVX-A- 79920

F DETAIL, SITFF

S1JL P'i st ribhut i on cof Group B Streptococcus

1%M]\ (Ntt" %(): -8/27

PpRI TPIV. I ,CVESTlG1ATflR: 'AT R. F leath , )

.~SSCI.T1 TVLSICU\OR~Robert Frederick, "hP, 1lY!

To dleternine where Croun Bl Streptococci are SeuLIStered ill the

bofdv of rabbits after intravenovts infusion.

TFI( NICAI. TPROAQI

Np"mx rat4,X24 rabbits will be ,i yen Croq) B strep (crcvn in ivdi Ii
conta i ni n,, T ~ hosnhate to malke the organisr-, radlinact ive. (
rabbits4 will he sacrificed at 13 minutes , I hour, or at 12 hour-K
;ifler the injct ion . Hlf bil e iven live orgaiisrm andI hal
will receive killed organisrts. Thle 'blood, lun,,, heart , liver,

reen , brain, hcRel ie ituilin , aidrenal lym9h nodes in the nrsentcrv,
tuid !rai anrtic nru;i and h at clwilhreodan I TOtoil

P1mlt( rnhlp w ill he coririired ,,-ith the one -hour and 12-hour geIrp')-
to here thle ma intv of tile ora ,misrr, are sequeIS tered imi-ed iate l\
aflter infusion and! to see if the radioact ivi ty of the orpanisrt; is
redistribtio fror, its initial position in tho bodly.

'Ile prin~ r11 ia invest i pa;t or reS iTneC from the ,\rrv . Port ions~ of the
- tu&d will be niirstied, unfldr other protocols, by the ass ociate
inr)ves tiat or.

"TATI 11-: Co") I et ed(
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I Ii f: ~ t c~r :I I' I CItI It I~ Iiv~

PR1 IT I I 4

o tem rn 1 1.1 he t r th11e rout ine 'ir i n1i t ra t jI o I ) I 1L 1 1>o
thec i nc i (lence Of Vt!o< t -cesa rc,, s ect i oil i 11 fec(t j OLs 1-0d Ti d I tV Vii-
is :. 3If 0 4( ' j nci ( ( Icc o f i n f(-c t iousL rurHbi di tv i f a I woma i~ do oI I
1). CtoS a r~e Cc t i onI fon I1 ov i n lIabor I.. i th m tilre d trwi i olt i!-k-1)
or lowne r tJi:m six hours . roihv 1act ic admni iist rat inn of ati o

to Tnat1lent tnide 'ranil( noVan n I ; st rectOTT om ias jnifi canl 1\ p nO' i
th~e ralte of infect i ous mobi4v it is; honedl that auatl
re a irvii can he 2 i 'cove red Iihich'willI reduce, hfe i nfi ct iol i 0a!d

ass _ociated I' i t cesoarean s~ect ion . 'llie cepha los pnr i re. a 'vc 1 eon ic
c xt cns i velIv for n)ronhvlaxis wVi vnzina1mi hvs terect orrw ' H ~ A 1 i n
chosenl because c s 115l c dose "ivon p)r ior to vanIim na 11-vS teme'ct ormv a--
b'eenl 1-hol-n to heu at lecast as e (fi ca1cions as the s ni t -- ,o-(,
IV (" m-en i i tih I on l)rdine. (thc r - t udi(-e i two!viw on nth iotic- u

'>~ty~arUj ctUion infccio, have n7ot -hm'n: ai co71m.L d 't

remeIaga p-;t a1 cont rol nopulaittoll ()n I tl ..-; a ('lit< h l
a i-i niptured hi,* , lbOr, I'lld int rutenine -on i torim fi rinr to o iv-
oil o e 1cnte-red inr the( tuldv nrous.

-lien a v-oma is- e.ntered into thle stud%, she will be pl aced i nic - on
of tioo (Inru- l m'1ien !Trours A control who ne~a s in le in i(cc 0o.

of a a] aceb~o intraveolyN 3t thle time, Of CceSarea Section, anOthe'r
,(roup n iho t a e shot of ('ephal in, I ierani TV at the tint o'
c(,; eans c i ho dsc1arme, both thle Mother's anld the in f:UIT
charts will herevicneil bh a member of the pen natal stiff and ai
list injp of all tho, comni icat ions comiled from a dat a sheet inc lu~lkd
inl the study ,nd the chart itself. T0 a-tients with previouLs a] 1eri'ic
reanct ion to nen icili in will not bec includedI in the s;tudyh

P rour I Placebo at the t ime of cesa'rean sect ion.

Cri'it, I I: (k>phal in, 1 grar I\ at the time of cesarean secct 10111

12-
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Work Unit 79/04

A dditionally, in conjunction with Dr. Boyce's study on the influnce
of axmiotic fluid on bacterial growth, small samples of aniotic
fluid will be obtained through the monitoring catheter which is
routinely emplaced upon admission to the Labor and Delivery suite.
The inhibitory effect of these individual specimens with particular
attention to zinc levels, will be related to the ultimate result
in infectious morbidity. We hope to define groups of low and high
risk, one group benefitting from prophylactic antibiotic therapy,
and the other not.

PROGRESS

Sevent ' -two patients have participated in the study thus far. The
code will be broken in the near future.

STATUS: Ongoing

I
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WiJ.I.IAMV JpYmN11cr ARMY W.DICA. CINITYR
Pl. PX.\:, TlA 79920

)ETAI 1. SI FTI"

Comparative Phase I II Clinical Frial of Col litex ';ponwy anod

TITl:Diaphrag with Spermicidal Telly

WORK UNIT NO: 80/5

PRI:NCJPA. IN\TSTICATOR: (m1. 1. Boyce, MI)

ASSOCIATF. T\N.STIGATOPS:

OBTE11(TFTI ES

This is a study to comnare the effective contraceptive and
acccTntance factors of the C(ol latex sponge with the mre convent innaI
di ai ram ,i th spemici l ielly.

TC(I1NI'J., .,'ROA(

Fach clinic particiTnating in this trial will 1-ave a sufficientlv iar:v1nuxber of' )atients who desire use of harrier contraceptive ncthodk- to
enroll at least 60 subjects during a one-year period. A woman sill
hie admitted to the study only if she meets all of the follolwin cri t, r ia:
11 18-40 years of age; 2) generally healthy; 3) no anatomical alnoz,:t-
lities which might prevent successful use of the sponge or diamhraw"
4) sexuallv active; 5) not known to be infertile or sterile; 0) freely
consents to participate in the study; 7) at least two meristnal Teriod:s
since termination of the last prepancy; 8) can conveniently return
for follcup. In evaluating and comparing the diaphra7 with ielly anod
the Collatex snonge, the following criteria will be exanined: 1)
incidence of accidental pregnancy; 2) incidence of allergic reaction,
vaginal infection, ad other complications, if anv; 3) rates of use
discontinuation and the reasons for discontinuation; 4) Ease of use.
5) rrgularity of we.

PROCPJ USS

ione.

STNAMI: Terminated
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OF 1'<Ml" ;_ PU (1 I(lINlSI ('"\T I ()N.

i~f'l , 111" I I.\ 1. MM I' ])cv (-l

P ro-pnect i e Pandomi zed Study, of Vagina I and !Vhdoni nar 1 V) Ii cr
0 1tile oxA U ilrth hei h rank Breed chett as

OO K I NP: 8f),/7

1P~ fr:TPALI. r I f(>\,N)R: TI'lC ". C. BIan i ell

nH, R v7111 >L
o (IC tcil~i nO n hvth er the xwicoqlmp cted lm, h irt h wei x'h t franl 1 hn c..
INQhr presentat ion in labor Should be delivered by cesaren

'(ct ron or vajinal deiiiver, in order to mi nimize0 mternal an(! nee -

T It a I r

IT1 (INTI F. -PPR A(] I

jt)lt resent in! to thie labor and dvi iverv Wiu of each of tie
;r rt i c ipat i ng hon it a ISw thi U a sing, l et on frank I, reedh nre i sent ti o

&ah dI it at ion oi- 4 to 7op'., %,ill he cons idered cankli dotes t or t hr
qm-.'t jentq xi tb cervical diIi tat ion of loss than 4 en i . iTI hr

Fo e cr threateonod TnrorrLt ure labor as per t ht rout ine oft tlo ii v
.iral insti tutionT. T0 at i ents wijth cervical dilitat ion more than -cr do

::ot -rovi To -rff ici ont tilT for rroner ent rv into 'srrd i Sti~d\ I.tI
of i reoch ,reSentat ion %,ill he established b\' abdominal x -ray fetrrar.

ii ''1 <e~tat jonal aone iill be based on TI, earlyJ s i 7 t wh
PUP ere -i rst heard, !iknn andl eatmated QealOr hgt . 40tcmrAl

xrayi nT vimryv ivill he carried out on all rit lent s to ass ure lerre
of thle Mater.1 ma I vol '1i1.1be pat ient will be cniSidt-red a c:and idate foi

tl i-tidv onilv R~en th(. e~nior rs ient in consult at ion x i th -tat"'
at tend me agree that all the cr iutoia for tire 1 t udt\ haveh rr"Tj

Yin niffr i m ft fl('(r of lo-'~ ;i to a'.r I 'r* i nai e !-'.
L(1! .r T' t 10'.. r*:U1 I n)'fulI

V il \k I l '~ mitret



IT PMT'Y OF CINICNl. IN'AlSTIGATC '
11I.IVMI BI1.MfOT APM'Y MEDICAL CENITR

El. PXS, T17XAS 79920

Effect of Terhutaline on Surface Active Phospholipids in
TITT: Adult aid Fetal Lunig

MIRPK UNIT N(-): 80/()

PPNIJ T N~lTICT(AFOR: LTC 1:.C. Daniell, ,M

)4SSOCIN171E IT'CETITATnRs: David (). Pauls , PhD), DAC

T'o dletermine if adm-Iinistration of Terbutaline affects ltuIg

mturation profile in adult dop andl fetal rabbit lungs.

TE(IINICI. APPROAQ1

\ne>the i zd ault 1beagle dlogS Will be StU~i ed in1 the f-Irs t i~hZI.-
of the :ric.'e ,ilhe given .5 mM Terbutaline or placebo in
"'0 Cc of sal ipe over a two-hour period. Tracheal broochiial ahis

usin'a line will he done at zero, two, four, andl six hours :Uid the
as n' aved and mnalv zed for surface activye phospholi p id cent ert

to determine if acute infus ion of lerbut al ine has aiffected the

!ehoephel ~ id contenlt i n the I n phase two, pre pnant m,&I it-
t~i iT;Itue 'etse- i h ii yen Terbultal ine nir aI 11lact'ee~1

CI It AI'C Ieons IV ever a- ;I pe ri od. Thie anlimal' will thenl hesaci iw
anjd tle .t. !_tzl ;uid idlult ltuwis ,il I b studied for suirface actiye

1 o i' I pIs t tei- inoif a chbam'e has occuirred.

IY -PP'B1.1 SIWP 1

tr c~ t yk;itt-d :ii i-i Ilo11 Ci. dif uI~ t t I Iw I
t f-(I I !i ti (rI Ii I y it 11 IL (. ! -FAT itk I Cj I I T

I lvei il, nnt rol I p I T'U I Ilw kit if ;vt f 1 1

Iii ~ ~ti UIt' xt I Ut It ~i I



D..PARMB : OF (1,INICAL INATVSTIM\TI CU
VT JLLIM. BFAUk).'PT AR' IEDICA. CE\TE.R"

EI. PASO, TEXAS 79920

DVITII. St .FJr

Comparison of Effect of Fetal Lung Maturation of Prenture
TITLEV: Rupture of lierbranes and Terbutaline, a Beta Adrenergic Agent

WORK INIT NO: 80/13

PRINCIPAL IN'vTSTIGATOR: Dr. L. Vaughn, MD, IlAC

:XSSOCI.NTI I.TESTIGATORS:

OBJECII S

To study effects on fetal lung maturation of premature rupture of
wmbrane and compare these to patients who are in addition treated

with terbutaline.

TUQL NICAL APPPOAMt

.,iiotic fluid analysis of L/S and evidence of infection of
obstetrical patients between 26 and 35 weeks who have premature
rupture of merbranes will be compared to similar patients who
receive prophylactic terbutaline.

PROGRESS

(TFSC disapproved this project.

F: Ic ( Mi nat ed



IIP.XDIENT 01: (CI NI CAL INAT.STI AT IO'
WT 1.1AM BEA. IM)NF AWnI'" MEPICA. CETER

EI. PASO, 'TXAS 79920

DETAl 1, SI 11FT

T ransvaginal Absorption of Es trogens in Patients Fol lowing
TITLE: Pelvic I rradiat ion

WOR UNIT NO: 80/17

PRINCIPAl. I.NVESTIGXFOR: \T 11. (;reenberg, Ng)
MnL I.L. Penney, U)

ASSOCIAT E I'NVTSTICATCRS:

OB JECPI VES

To quantitate serunr levels of 17b-estradiol and estrone following
vaginal application of the appropriate cream in patients who are
nost-irradiation of the vaginal epithelium.

TE(IINI CA. APPtOA{ I

Patient volunteers who have received pelvic irradiation for non-
estro en dependent neoplasms will he studied. All estrogen nedica-
tions will he withdran for four weeks. Eight to ten patients will
he divided into two groups randomly. One group will receive Premlarip,
1.25 m, and the other Estrace 2 mg intravaginallv. Baseline serrn
estrone and estradiol concentrations will he obtained and red)eated
t 30 minutes and at one hour, two hours, four hours, eight hours,

:nid 24 hours following the medication. One week later the groups
,,ill he reversed. Insofar as possible, patients will he matdcied
regarding age, diagnosis and amuit of irradiation received.

()NVSUttVB3 I.E SUJPPLI. ES

$774

,ix oatieient' haive heen entered to date. The ChromaitngTr;)" xnd
-Tseoiiiit 1,I nf est ron, -nd estradiol haye heen standardi.-ed
;and sanrple :a~l'si I ill he conducted in FY81

173 73



II., PASO, 199S0C20

DFlFI, SF HIT

S..PlacentA 1.cvels of 5 ~-dilivdroproges terone in \11on'ial Pi:n
and Iliosoe Corlli ested hv Pro -oclaqpsia

PRI NCTPI. I XTlSTIGATOR: 1TC .C.Paniell , MDT

VSC CIXII 1'TSTTCA TORS: David 0. Pauls , PhlD,IAC

Yo deterv.ine if ,-lacentas; of pregnarcies complicated by pre-eclairnsia
1iax'e a dliffe rent concent rat ion of 5t- di hvdroprooes torone thanl thosc-

OF mncorplicated pregnancies.

TRI(1NTC..V APWAO\CI

Pl)acentais fromn normal and pregnancies comlicated hy pre-eclanos in,

1ill he studlied for their content of 5a-dihvdroprogesterone. \ft or
cons;ent has boon obtained from patients who are admitted in labor,
thie pl acentas obtained at bi rth'will he drained of bloodI and the
vuHibraneo; excisedl. M'ev will thecn be weighed and, using thie ns

inectrometer, presence and concentration of S-,-dihydroprovesterone "ill1
determined. ('on cent rat ion of 5-i-dihNydroprogesterone in pregnancies

coni cated! by ,re-eclaiws ia will he compared to that of normal
rrrc'T CS. TWent%- patients in each group will be studied initiailly

andI( the nr an levels of 5': -dihv-droprogesterone will be comparedl b\. i'tucnt'

MNSUM,\kBIU S1JPPLIFS

$300

P R GRES S

Ount i tat ion by 'as liid d cromatography mass -spectrorvtrv m
to he fesis iblo. Specin-rns are being collected.

"TIlM (igo i r,
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\n lnx'e t io'pt ion of tile I ffect of -~1 e(runz a I f\ym~ on
IfT.' (I1ei ca1 Iv 1 nducedl Fat TI'H ol i ::at ionn

PRIKCI!13, I\jVSTCL\TPP: (AI, 1). AN. \i d, i cK , '

ASS(OCIXF7 I XVIS'YI (2M'D-Tl

To determine whether or not supplerruntal oxv ,en prevents or lesaC-
the p otentially lethal effects of chemically, induced fat ech)o] Ir
t i on i n dogsT-

T~DILNA. .PPROAII

'linical ohserx'ations as well as lunig scans ire p:eneral Iv accepted,
,Ls criteria for determnination of' the ilresence of fat erihol is vnrdrom 2.
In this study laboratory parameters and linm, scans are obtained For si
fiVe-day periodI in beagles fol lowingz inlect ion of ol ei c acid. ]Ili<
daita is_- collected from (oiOs supportedl on e thier room air orsPlcara

O\X "On. _

M1GMI S'S

A nimal tsi( ia4suspended terIporari ly in ordler to evaluate
t)reIi m ina ry wo rl fo r po ss ibhle i mo rovement s i n te chi nue , i n c It di n<
di s co't inuance of olei c acid f-erI echi)Ora:,t ion. IIhe fa1cilIi ty- cor
nuclear me dicinoe stu(Ijes in animials has not been complIeted(.

1j": (l 131



'ri' ~ ~ U_( at it1Kta f ue ud i C-~ 85 ;I I .te ll, 11,u t o oI t h e k0!

I'I~ '~' [ T\7 T  Vi:'r di~ . .\ i ick \ 11ar ')

I .'iI T1 'I' VD) C . . ti ID M T i r

rarains-ult to muscles I.ill he followed by w. injury reaction
min ~i ml (inters t iti~l)Ci ntercellular), of the invo,,l vedl

or mscls .It thle traumIat ized muscles are contained vi til
el~in ,cormpartirunt, increaLsed intracompartmental pressure Cmn

1. Itleel idhere it exceeds ?perfus ion pressure (diastolic or vCOou>
-wre although distal pulses may be prescnt. As the pressure

twj- coIq ,rtTKllt aprahsthe sytlcpressure of the ioat ient

t )eis no tissue perfus ion and the distal pulses ire absent. ~ttc!i es
do, i ae shnlm th~at thle tissue in iun- increases asthe duiirtion of

increases .The1 impedaime of cap ill ary flow Ind venlous;
11 T s et a stge for increased swell im, followed hy increased

!OiL wc~e tuit I1 the nt racoqpartmental resescanl exceed tile
re'1( snrlc, iTn thle small VO~lSo the involved O-ils . 11

o f i Cleiacau,;ed. Lv the increase in intracomartrrntatl
r II , cu"1(.I~ toneross id lethof the invonlved( muscles.

r! i oto\ er vi e of lth(emntvitethe i Ivl n-~ mucl rroep t) i'r. ce
:;tt,_ro, i_< a i(-,lt f icreased qit nal t v of (I n trc7 ,it'Cl,

ji ()'I 1)1_ 'LJIt C o a ,-1,la l area. e) tl nal psese

''A Cliit cri ter-i~ for ai fas ciotomy (1 not ponssess a hiji d~e
I) i v ity i n i not(l:, cat i nc th e neces s i tv fo r Cas c i ot on- . ThuII SI

rror n omi'in (d feIav'i 11,t' fasc io t onw t oo Ioi anid coDIri s s i on
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1
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of 7 0 r i of mercury. It was found that tissue recovery is e sentiallv
complete after four hours of ischemia, but oniv 50% complete after -x
hours of ischemia. The damage is extensive and irreversille aftv-r
eight hours of ischemia. The contained neurotisstrs are even r,)re
sensitive to ischemia than muscle and thus the duration of iscleia i-
even more critical following prolonged increase of intracopartmenta:
pressures.

A study will be conducted in which intracompartnental pressures of the
anterior and posterior compartments of the legs, anterior and posterior
compartments of the forearm, and dorsal interosseous compartments of the
hand will be measured in variou. states of normal, stress and followini'
disease or injury. The intracompartmental pressure values will be
correlated with the clinical picture (pain, increased circu.ference,
decreased motor activity and/or sensation, and quality of distal pulsc-i.
When possible and feasible, the uninjured extremity will be used aL :i
control. During this study, fasciotomy will he performed using the
accepted clinical indications without regard to the values as deterlined
by the intracompartmental pressure studies alone.

Three categories of patients will be tested, each group consisting of

25 but not more than 50 patients. The categories will be as follows:

Group 1 - Normal volunteers (or noninvolved extremities of Group 3 pat ients).

(;roup 2 - Volunteers who will perform strenuous physical activity with
the involved extremity while compartmental pressures are monitored:
before, during and after activity.

Group 3 - Volunteer patients who by way of disease or injury are sus-
pected of having increased compartmental pressures of the lower leg,
forearm, or dorsum of the hand.

A 22 or 24-gauge intracath will be irserted into the compartments to "e
studied or in question, both in the lower and upper extremit-y folloxin
a sterile preping of the area. The site selected for insertion will he
determined by the investigator. The areas where muscle is felt to be
compromised or to be normal will be studied primarily. Areas that
closely surround fractures or known hematomas will be avoided if possible.
The exact technique for recording intracompartmental pressures will be
the same as described by Matsen et al. During the stud', the compart -
ment pressures will be obtained and correlated with the clinical picture,
a determination will be made as to whether intracomnartment pressures
offer a significant advantage in determining the need for fasciotolrv
over known clinical parameters. The risk of the study to the volunteer
participants is conrsidered to be minimal and no greater than would occur
with any intramuscular injection with a small bore needle.

PRCGPE.SS

Apqpropriate equipment did not arrive until late in nY80. Patient
accessiorLs have begun.

STAIUS: Ongo i ng 137
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kIIII..M1 BfAUMtN" PMR Y .UDICAL Q'N'\l R

Ei, P.\sO, T'X. 79920

DETAIL SHET

HTLI.: Effects of Tourniquet Ischerua on Svstemic Coagulation >k-chaisri

MORK UNIT NO: 79/10

PRINCIPAL INVTSTIQATOR: CPT K... Guidera, MC

ASSOCIATE INVTSTIGATORS:

OBJECIF RTS

Determine if there are any abnormalities of the clotting mechanism
created secondary to an extremity being under tourniquet ischemia
during surgery.

TEOINI CAL APPROAGI

The effect of surgical tourniquet ischemia has been investigated by
multinle authors. Wilgis investigated the effects of this procedure
on serum p1lI p02, specific gravity and serum solids. Other authors
such as Dahlback and Paletta have studied the histological changes
in striated muscle when under such a tourniquet comression.

The specific purpose of this investigation is to determine whether an
altered state of coagulation is being produced secondary to surgical
tourniquet ischemia. Several tests will be done to include platelet
counts, clotting times, fibrinogen levels, CPK isoenzyne levels,
fibrin degradation product levels md in some cases measurement of
clotting factor levels. In black patients, the sickling test will
he performed.

The subiects of this study will be adult active duty, retired, and
dependent patients undergoing elective hand surgery. Children and
lactating or pregnant women will not be studied. No medication will
he adrdinistered to these patients other than routine preoperative and
intraonerative anesthetics. This study, does not involve the use of
medication. The patients will serve as their own controls. The
phases of this investigation will include preoperative clotting studies,
intraoperative venous blood samples while the surgical tourniquet is
inflated, and postoperative plasma clotting studies. These sarTples
will he evaluated while the patient is in the hospital and no further
followup should be necessary. The forms used to record the data will
he standard hospital laborator reports.

PROGRESS

one reported.

TA'I'lJS : Terminated
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11 PASO, TuACS 79920

D1ITI. S1117.1

The Incidence of Visual-'kotor 1k\rceptul Prhblem iin ci rons
TITI: with Traunatic Hland Injuries

','ORK NIT NO: -9/42

PRINCIPAl, INVeSTIgATOR: ItAJ M.J. Baker, AJIC

ASSOCIATE IMVESTIGATORS:

nBTYCTI\TS

To determine if nersons with traumatic hand injuries have pre-existinI,
visual-motor perceptual nroblet which may have led to their trauma.

TE(LNICAL APPmAI

It is recognized by the Federal Government, school systems, and r.rdic:1l
professionals that children may suffer from minimal brain dysfunction
and/or developmental disabilities resulting in sensorv-motor integra-
tion problems or inability to perform classroom and play activities in
a manner appropriate for their age. In interviews of individuals with
traumatic hand injuries it appears that these individuals may not know
where their hands are in space and, therefore, suffer from a visual-motor perceptual problem, a form of sensory-motor integration.

The Slosson Drmwing Coordination Test is reported "to screen out indi-
viduals suffering from serious forms of brain dysfunction or damage
where eye-hand coordination is involved." "A reliability coefficient
of .96 was obtained for a group of 200 individuals, aged 4 to 52 \ears."
This test does not screen out individuals with emotional problems due
to brain dysfunction nor does it identify individuals with eve-hamd
incoordination due to a specific visual-motor perceptual problem. The
Kinesthesia Test of the Southern California Sensory Integration Test"
is intended to measure the capacity to perceive joint nosition and
movement." Although this test is standardized for individuals from
4 to 8 years of age, it is felt to he an indicator of individuals unable
to perceive their extremities in space, that is, visual-motor
perceptual dysfunction.

a. The specific purpose of this study is to determine if
individuals with traumatic hand injuries also have a pre-existing
visual-motor perceptual problem as measured by the Slosson Drawing
Cnordination Test and the Kinesthesia Test of' the Southern California
Sensory Integration Tests.

b. The number of subjects for the study will be 20 persons with
traumatic hand injuries. The age range of these individuals will he
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18 to 30 years of age; they will be active duty military, males and
females.

PRDGRESS

Work continues on the study. Thirty persons with traumatic hand
injuries have been tested; however, only three persons for the
control group or persons without traumatic hand injuries, have
been tested. Plans are to test approximately 25 persons without
hand injuries for the control group, to submit results of testing
for statistical analysis, and to write up results for possible
publication or presentation.

STATUS: Ongoing
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DITAIl. SIIIJ.T

E'valLution of ,ntagonistic Knee Flex<c~rs and Extensors
TTIF: Durini, Prone and Siuine Resistive Exercises us inv' Electron'ographh

WOE JUNIT" ,: 80/

PRI:CIT.I., IVESTTGATOjR: NAIJ Wmr. R Smith, MD

ASSOCIATE INV!ESTI(ATnRS :

The rehabilitation of post-operative patellectomies at this institution
has in the past involved the use of straight leg raising with isometric
quadriceps exercises. One significant cor~lication of this approach
has been t-e disruntion of the operative repair. These exercises are
typically performed with the patient ir the supine position. One
obvious question which we asked was whether prone exercises %,ould faci Ii -
tate active joint motion while concomitantly reducing the strain on thc
surgical site and thus minimize the possibility of rupture of the repair.
This type exercise is ncw being performed and the objective of this study
is to ascertain the degree of muscular activity in the antagonistic
muwscle group (i .e. hamstrings versus quadriteps) with resistive exercise
in a supine or prone position utilizing the technique of electromyography.

TEU PQICA, APPROAG I

A study will be performec in which the quantitY of electromyograph:c
activity of the quadriceps and hamstring muscle groups will be monitored
while normal volunteers undergo both prone and supine knee exercises
with flexion and extension, respectively, apainst varying weigt on
their ankles. In addition, both fast and slow% extension and flexion
will be performed. A TEQ Model 4 Electromyogrpinh .. ith a urearqlifier
arm will be used in the study. The surface cathode electrode will be
secured to both the anterior and posterior thi.,i at the area of greatest
muscle bulk (anprox. mid-thigh)while the surface anode electrode will be
placed approximatel 1 1/2 inches distal to the cathode. Then, the two
tracings will be displayed on the electrom'ograph simultaneously. The
volunteers (10 in number) will then be asked to perform knee flexion
(free anI against increasing weights at 10, 20, 3n lbs) and extension
while in the prone and supine positions respectively. The volunteers
will serve as their owm control with the free movement. The grading
system of I activity will be that used by Basmaiian and Murphy. In
addition the absolute activity in microvolts will be read from the
oscilloscopic output of the TECA IMG and recorded. The data will then
be assessed for level of significance using the student's paired t-test.

PROGRESS

A few patients have been studied. Ntunbers should be large enougJ to
report the data in FY81.

ST.UFIJS: Chgoing 141



D)EP.jfzNT OF CLINICAL INVESTICATI(YN
WIIAM BFAIJ!WN" ARMY MEDICAL CENTEP.

FL, PAkSO, TEXS 79920

DETAIL S1!FF

TITIT: Molecular Etching

WP INIT NO: 70/111

PRI NCIPAL I.>RSTIcATOR: B.E.F. Reimann, DAC

AssOCI .I iNVESTIGATORS:

OBJECIVES
To obtain general information on the ultrastructure of biological
membranes (in particular the en'throcyte membrane) and other cellu-
lar orgarLs in order to discern their structural changes under varying
experimental (and disease related) conditions and, for this reason,
to develop techniques by which the biological material can be
investigated in the least altered state employing methods such as
freeze drying and ionic etching in conjunction with electron
ru cros copy.

TE INI CA. APP)ROACII

The final goal is to subject lyophilized eybiredded biological material
to a bombardment with accelerated ions or ator, and to reveal the
obtained structures by electron microscopy. Presently the expcriments
are primarily concerned with osmotic pressures of ervthrocvtes
emnloying freezing noint depression osmemetrv and direct measurements
with a Pfeffer's cell. A "critical point" drying chamber has been
cons trcted.

PWGRESS

The research conducted by staff of the Electron Microscopy Laboratory
and meriers of the Departmnt of Biology, New Mexico State University
on cell walls, cell membranes and the mode of cell division in yco-
bacterium avium resulted in a presentation entitled "Factors that
Affect the Cell Cycle of Mycobacterium avium" at the International
Conference on Atypical MycoBacteria, 6 Sep-79, National Jewish Hospital
and Research Center, Denver, Colorado, presented by McCarthy C.
(,Assoc Prof. New Mexico State University, presenting the paper)
Ashbaugh, P. (WBAC) and French, C. (N4U) co-authors, This paper
is now in press under the same title and with the same authors in
Revie.. of Infectious Diseases (Nov-Dec). The principle investigator
h s participated as advisor only in this work, and consequently does
not appear as author. His contribution is acknowledge in the publication.
Very little work was done - with the exception of soe resin formula
corbinations - on the actual ionic etching project due to the
investigators involvement in establishing a new electron microscopy
laboratory in the 19AMC Vnex building under construction.

%TAI JS : Ongoi ng
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DITPARTMIT nF CINICAL INVEiSTI.\TTO ]N
WILLIM BF.AMU)NT ARMY MFDICAL C-NFIR

EI PASO, TEXAS 79920

DETAIl. SHEET

TITLE: Che.otherapy of Cancer

WORK NIT NO: 76/07

PRINCIPAL, IN\,TSTT(ATnR: Dr. J. Swaney, N .

AkSSOCIATF INWESTIGTORTS: Dr. V. \Iuie, mD

OB.JECTIVES

The association of KBA1MC Pediatric Oncology and Hematology Servicc
with the various mrerers of the Southwest Cancer Chemtherapy Study
Group, Pediatric Division (through 11.D. Anderson Hospital and Tuaor
Institute), Acute Leukemia Group B, and with the Clildren's Hosplital
Oncology Center, Denver, Colorado, in conducting trials of chemo-
therapy in cancer will (1) obtain the necessary mnderstanding, of
the cancer process; (2) determine effective therapeutic approaches;
and (3) provide needed information to use in the care of children
with alinant diseases. The association providles for probing of
conmon knowledge and for better statistical evaluation of processes
and results.

TEYhNICAL APPROACh!

Each protocol used by the various aforenamed groups goes through a
rigorous nrocess of review, revision, and evaluation prior to beconintc
activated for grot usage. The flow of protocol from author throuoh
specific disease comittee, statistician, coniittee headquarters,
studies managerent board, Cancer Investigation Branch of the Nati onal
Cancer Institute is the usual process. Data collected hy ead merter
is reviewed and analyzed by the individual data sent.

PROGRESS

None renorted.

STATUS: Terminated
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IIPAO Th11iCV 11992O TPTI

D~tctonofToinhythe (,roup B Streptococcal (CIBS) rasi

PPTNCP.V l 2CITIATTO\R: \iXI R. Ileath, MD)

ASO ATh I TWPl TATnP Robert Fre dcric, PhD

TO deterine if the (lBS or'aqnismi has evidence of producing a tLoxin.

ThQANIC-Al N"PROACM

liveand i lid oraniss xil 1 he injeCtC0 into rahVhi ts . (Bs
Mlood eazses, and temperatuires i ill he foi)lcxedl closeix. N ecropsv,,
Spc irV~nS Will he his tolc i calb rc viewed.

(T)N~flMXWI SIIP1PIS f

S 1243-

PROGRESS

lIc-irlci:,Ial investi gator res iged from the Army. The abstract
'~u Iisedin 1-Y79 reresent s the final wcork on t1jiis protocol.

Kj\71T) ct t c, (Ie
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Anlt il ot ic "I qhvlaxqi< 1,(for Recurrent Otiti< 'ieail rw'!--()IoI
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I ~ ~ ~ ~ (h \T1 1F 1 T51 A() -

wcom- a re t I a e ffect of ci I rol I i c adr in is trat io en1 oi era I ,u! La> _, I _ o1,
en'tironecii or placebo has npon the -nulher of ear in fect i 005 10

chilren itha history of- recurrent otitis media.

Atiider ndr heae of s;ix ' ears who, UPOn reVi c; of th 0 our
pat i cot dia n , hamve ai dInc nent ed( h is t one of four ) r rr re ea- rfe ct i ons
ii th , precelin np twelve months will b~e coos ideredI eligjib le for the

s_ t Iioy (11 id(renl with preVjiL, es histore\ of TIJ tubes , Cle ft Ta, laite o)r
imum l- u disease will he excluded. .\fter iT1Iformod pretlconsent , theI dli Idrenl hiIe 0laced O i itier s ul fasoxi zolc 25 mn/,r~-/dos e bi

er-VtbrlomIVCip 10 1)~llc dos b d i. , or- p1 acebo for aI t h roe -1month

'~er iod J)in nc( this t iime the pat i ot will beC followed mohlvsiitt
iT7redan,1co tVMpanu-omtv aid iohvs ical exami nat ion. Am, new, eair infect ions11
durnn' this neriodI will he treate I with systemic antibiotics for tenl

&iv, DrimT' th~e second and third three-month penio 0(1 an lterna"te
dim', w i 1 he used. Each ).at ient w.ill be follI weol for n1TC i omonths nr

months; on placebo, 3 months on erethrorrwcin) in randi~om order. A\t
teco)clLs ion of the s tudv, the frequenIc- 'VOf ear inlfctions inl
c1iIdIren receivint, Inacebo will be copared to those rece i vi 'l a

-Ox i zoleP or er-vth romvc in.

the i-ic inalinvst pa orwasreass i i'ned airid has been reol aced 'I,\-
I (heC ,' i r .o pvat i ntsere enTtered0( inl FY801. lw ndi atrici ns
\e(re, comofo rtable w ith tvrTipanOCeTt es"S5, a necess;ary orocedure for
Toat i cots, w ithi recurrenIces w~hl ie onl anlti hiot i cs . 1marIni' hos o)F f icc r->
hitve 1)een inis truct ed bv thle or inocipal inivest i at or or P)r. Rhodes-
(1':P and a do pree of expertiso i s be i o ach i eed.
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2a5sles , \!twps u (I Rubel l;i I mmun i tv in MiiI it;rv \dol sccnI
! T!' : en t ; L7orrelation with lnLmniization !Iistorv

,P K ' ;T "; '0,12

VP'lflCrP,1. r'2.TSTTCATOR: MULA! A. Butler, IT

)\SS (: Vl!: r[AlSTTXFT1RR

c ,,terine the numbher of adolescents with serologic ir'rmnitv to
::, , <u'd rubella and to correlate this with their

i tl;t on/di sease history.

T] INI (L. APPtVA( I

1;1 ;'1ter-,er 1978 I.. Am- Health Senrices 7orrand rc,!uested ;a
irnhi,-.ation surnvy he conducted to determine the adequac-v of th(, \niv
'ldical ITXnartments dependent irunizat ions. The impetus for this
S<tr(v was the Presidential Childhood lmmtmi:ation Initiative ind
incouraigement from the Surgeon (eneraj 's office. The occurrence of
large niubers of measles cases in junior and senior high school
tudents has hirhlighted the need to assess the irntization status,

d hLildron ,articularlv in the adolescent age group and to provide
ir-niuiizatiqn to those not known to be protected. Nearly one-half of
thw rerorted cases of measles occur in teenagers, and fifty percent
of reported fatalities from measles occurred in adolescents. At the
present time there are only limited data relating to the actual anti-
bO(I\ status of a maior seent of the population. For obvious reasons
w.e ,roos(, to deterrine serologic iTmmitv to measles, umnms, and
nihel la and to correlate thi-, information with their disease or

}rq~fat ion h is tory.

lach year in I'av and August one day is -set asi (k for school and sports
physical examinat ions for dependent children at Willia Beatimont \MC.
Arproximately six hundred children are examined on these days. S ergt
have been collected from one hundred and thirty adolescents', after
verbal consent, and a history of their inrmmization record of nuasles,
-umrps, or rubella imrmunization or disease was obtained. Serologic
tests including hemaglutination inhibition titers to masles,
neutral i zat ion ant i body to mlunps, and hemagglut i nat ion i nh ib it ion
titer to rubella will h e performed with the assistance of ILT R.
MeScott, 'IC, ltpt Virolopw, MZAIR, Wash PC. Titers less than 1:4 will
idi cate suscenti iie , reater than 1:4 will indicate irmuitv.

I1'W
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hllese data should provide t}'e T roipertion of our adcoloec ,t "' uiit ior
that have serolo ic iTTmDunitv to Frasles, munTs and rubelia LTd

indicate the reliability of the history obtained from the :,ztito t'
inunization record.

PtPO(1RtYS.

i)en-hundred tentv six adolescents, 71 males atnd 5 fma ks, r- i".
in age from 12 to 18 \'ears (emn 16.2 \,ears) , wer, screened For -I U N!
antibody b" both the Rubindex and the rubella, I1A Kit (Tab 1w I .

difference in the nrevalence and distribution of antibodies ',,aS see(1
bet\,een the two tests. For the purpose of this study cnlv the titers
derived from the 1ubindex will be retported (Table I).

(nf the 120 pat ients , 18 (14 .3' ) had no doctnentat ion of r .), 1 a i riLri-

zation. One-third of these (0 patients) had no detectable P-IAI
antibody, while R-l l titers of 1:16 to 1:256 (vff 40.2) were demon-
strated in the remaining 12. The sexes were euuallv distributed aring
those who did and did not receive imuization.

There were 108 subjects (60 males, 48 females) with docurented rubella
irmunization between 3 and 13 (niean 7.8) years of age: an average of
7.9 (range 1.6 - 9.6) year nrior to screening. No one received
rubella immunization in infancy, since the vaccine was not available
until our voungest subject was 2 years old. Although 108 sub jects had
been inmunized, R-ILM antibody was detected in only 90 (83.3%1), with
a (MF of 27.7 (range 1:8 - 1:256). Antibody wa; not found in 18
subject' (6.70). There was no difference in the nrevalence of anti-
body between ales and females (Table 1II). Fifteen of 18 sub iects
wdho bad no detectable antibody were iPmomized more than eight years
before screening.

All antibod--negative subjects were re-immunized with rubella vaccine,
and sera were obtained from 11 subjects before and 14 days after re-
immwunization. \ll of the sero-negative subjects developed P-HAT
antibodv subse uent to reimmunization, with a (WI of 82.3 (range 1:32 -

1:512). All post-irunization sera from this groUP were tested for
R-TgMl (Table IV). Rubella-specific HLM activity sensitive to 2 'T
(R-l,\) was found in the 19S portion of the gradient in nost-irrmunization
specimer- from both subjects not previously immunized.

ReimmuniZation w.s also offered to subjects with low t cred R-IL\
antibodyv; 12 volunteers provided pre- and post-immuization sera. In
these subjects the pre-inmtmization R-ILAI antibody had a (NY of 12
(range 1:8 - 1:32) and a post-irmnunization (Mf of 161 (range I:o4 -

1:512). Post-immunizat . era from these twelve subjects were also
tested for ,-TgM, and no, found (Table TV).

1 3!
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Sufficient serum was available from six subjects for testing hv the
Prenatal Disease Bureau of the CDC. There were sera from five
previouslv imnunized subjects with titers <1:8, and one tvinmmuni:ed
subiect with a titer of < 1:8. The presence of R-TgM in the latter
serum, and its ,absence in the other five, were confiraed.

I
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TABLE I

RUBELLA HENIGGLUTI NATION INi11BIIICn FIUERS (R-HAI)

BY TWO METHODS IN 126 PAI'IENFS

Reciprocal of R-IIA liter
-Nunher of Pat ent s (Percent

Met hod <8 8-32 >64 TotaI

Rubinde 24 (19.0)# 68 (51.0) 34 (2,.8) J2(

Ru~bella ILA Kit+ 42 (33.3)# 72 (57.1) 12 ( 9.5) 1

*Orthodiagnostics, Raratan, NJ

+Flow Laboratories, McLean, VA

!Statistically significant, p <0.01, by McNemars lest
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TABLE I I

RUBELLA HtAI I'ITERS* FROM 126 PAYl.NFS WI'TH AND

VI FI(H.UF DOCU.MEN YAP[ON OF PRIOR RUBELLA IMMUNIL\ f [ON

Sr d of
Prev i ous Reciprocal R-HTAI Fiters/Number of Patients (2
I mi; -i :at ion <8 8-32 >64 Total

,a, tive 18 (16.7) 61 (56.5) 29 (26.9) 108

Ive 6 (33.3) 7 (36.0) 5 (27.7) iS

V ot'Il 24 (19.0) 68 (59.0) 34 (27.0) 126

*RubindexR (Orthodiagnostics, Raratan, NJ)
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TABLE I I I

SEX DISTRiBUVION OF R-HAI V'IVERS 1'

PREVIOU SLY IP-IMUNIZED S]BJILC S

Reciprocal of R-IIAI Liter
Number of Patients (Percent)

Sex 8 8- 32 > 64 ot a

Ma I e 12 (11.1) 34 (31.4) 14 (13.0 60 (0.t.0

Female 6 (5.6) 27 (25.0) iS (13.9) .

Total 18 (16.7) 61 (56.5) 29 (21.9) ]OR (I00)

1%5



TABLE IV

RUBELLA SPECIFIC [MMUNO(;LOBULINS IN 23 VACCINEES

Immunization and Serologic Status

Prior to Reimmunization

L : n Specific Unimmunized Immunized lmuni eJ
C,,. iit.,nt [mInunoglobul in / 1:8* 1:8* 1:8"*

19S R- IgM 2 0 0

7 S R-IgG 2 9 12

, I Ia he a, g ut inat ion inhibition titers.

°IAI : Completed

lSb
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Yexvelornmntal Analvsis of flea v and Trace Il lnt ir '
in Nonm-l (Tidren and (b ildren with .ttent i on Di oi-, r

,ORK tI'IT N(-): 80/2

PRiC(IPAJ. IN'\lTI(TR: LIT P. LoPiccolo

NSOCATE INDSTI'ATORS: Pr. Kru
I~r, Tern" Allen (tU'lPY

AB fl( T I \1 'S

To invcti 'ate developmental changes in the influrnce of PAcl ;uol
trace elemnts on the behavior of normal children and children wt:
attention disorders.

TIIQ1 ICAL. :PPROAC) I

TwentN-five normal children and twentv-five children win hoax. I
diagnosed as having an attention disorder with excessive activitv
will he selected from each of the following age groups: Sven-\e:lr
old1s, nine-year-olds, and eleven-vear-olds. An additional erot., of
nine-year-old attentional-disordered children will he selected oho
are currentlv on ndication. One tablespoon of hair will be colectri

from the nape of the neck. Ten nrm of hair nearest the skin ;,ill hr,
trinmied to provide the samnple. Information will also be solicited
regarding such areas as the date of the most recent hair c,; hinr , use
of medication, and diagnostic status. A cony of this information
form is inclosed. Achievenrnt information for the normal chiildren
will he acquired us inn the Wide Range Achievement Test P.WR\T) , while
intelligence scores will be computed using the Peabod" Picture
Vocahularv Test (PPVF). The hair sarples will be stored in plakstic
bags arnd code(l in a manner so that an individual child's nar is not

associated with the results. Once the required nmber of hair sz-noles
has been acquired, the sampIes will be analvzed usin atomic absortion
spectroscopv. Conparisons of each of the elermnt levels for the
normal an,. attention disordered children will be made in order to
identif ta os sible relationship between the lexe1s of certain,olements and the performance of certain intellectual activities.

Our collection of hair swr~les from Williamq 1e camt AMC children
is now coqplete. One htmdr-ed one ( 101) saru les have been collected
from 59 hperkinetic children (approximately evnlv di viled aman ,.
the 0-9, 10-12, and 13-19 age groups) and fort-t-wo (42) controls.
The control sanirles are predominantlv in the Yo1n)eCr ane group, aid
we may add some sxrnqles from 18 year olds at l'l:P. The sarples are
presently bein, anal\:ed for trace .Trtals.

STA RJS: OngoinI



Ii"'AI."I' I Iflil

1*v t o:tin of the (Concerns , llerceptions uid I xpect at irons
- of' Pi ront Comn n to the 1Develop)menta1l 1 V,1 UIit inn) (1 i Ii C t-v

I ~t tine,

811/2

t f C 0I h I cern ,- I TC e )t iOnIS an d expOctaItion OTI f pa3rents;
I LU ivi Ha:ve leeIoreta robl1eris , when thev come to the

I 1 (IN T(:V,. VPPIROAc I

T-owi, t heir children to 'he TT clinic for the firs;t
ii t:,i .rrkutnl will b~e asked to complete a (westionn&Lire.
* ciI iw'<t ionn i es ave, been accuriulated sunan statistics

in ii~ Iweito 'eter7)ine (1) the most conrion s~ource of
r r: 1 to the NI I inic. i2) the most coimn lies tions to

j Y''T Trc JIt'1'11SnS~;() the accuracy of parent percept ions

nF percepoblmf thir toi' resitalem to thfode of
ran ~ n r so The acuiizeit nof(e n this inform ation alw bet ter

net the needs lots an thzeir ofeasieso din te Dvelp
III Itiatr~t~n ,iro carn( ou.Tcmy.etl

P rN iatlv50 ques tionnai res have been di stribuited to parents at
tI1 is dal .it is planed to distribute So) more.

()TI1I ( 1o i n



N)1 PVI"(E ,I Ol:F (AT.TT.ICATIC(1X
Vll XI I B.I T VA, \:IDIC 1, CI .ln

!.I. fl\.n, T VAS 9920

DETAII. SI!}FI'

ITTIL: (:otiterii-rutoelectrophoresis in Nonsupnurative Ntitis A-Ji)

WODIK UNIT (O: 80 / 34

PRI:CTPAI, 1'>VITICATOP: IT(h 1. 1%'eir, 111)

.ASSO(?TXF P.,T.STrCATOPS:

Test the possihility that antigen persists in middle ear flui,. after
suppurative becomes nonsuppurative otitis media. It is known that
20-30% of middle ear effus ions will remain culture positive after the
standard course of ten days of antibiotics and even thou',h the fluid
on followup examinations has become serous. Further evidence of
persistent infection would alter therapy in that initiation or con-
tinuation of antibiotics might be indicated. That is, patients who
present with serous fluid or develop serous fluid after a standard
ten dLav course of antibiotics may need antibiotic therapy. Twentv
to thirty patients will be screened in this pilot study and if
persistent infection appears comrmon, a study of extended treatment
regimens will be pronosed.

TE( II CAL APPRNACI 1

Ihe usual indications for n'ringoto- and PF tubes include persistent
or recurrent suppurative and nonsuppurative otitis media. The duration
criterion for persistence of nonsi;purative otitis media is 2-3 nonths.
Tiniis, with or without a conductive hearing loss, is the most common
indication for the procedure. Patients are normally referred from
Pediatrics to IN7 for consideration for the procedure. Patient select ion
w.:ill be hy the ]T',7 special ist and not by the primary investigator. Men
the ,irocedure is performed, the iddle ear effusions will be aspirated,
the -L-pirate presenred in a mucS trap, and transnorted to the labora-
ton- for Cl,11, culture and gra u stain. .Xspiration is standard and no
ad(ditional risk will result from this studv.

(YNSUthMML\ SUPPIIS

$200

POIRESS

Speciiens have bee, collected for two ears. 'lore !1atients are beini,
acc umilated. \n imforeseen problem of obtaini nr a realvelnt from out
of the cotutrv is linitini, ukse of (I1, but should not be a problen
nmich lonver.

.1 NT! IS ( neo inr:

1 30



1'1 ~ ~ ~ ~~ it (TT C~ ii s'AT I' a:51: UI-t e In

C:fw- (If th i< 'SC:ciIJca to determine the extent to v.1h icl.
n -i rc ihl c to di scr ir-i nate pa rents- fromstrn er

of apu sx the present ! rot ocol involv\edl cormiari sonl betl eon
U( -' 110 stranflers

,rk, to i:e contactedl w,-th ln 1-2 days of hi rth and the Iam'
SrP.cill he V rio FI\- descrihed. Th1ose who expes tens n r

I tiiv wil h 1e contacted1 anTproxi natel\' one weep later and wil h )e ie
'J consen fT"1OrT' h 1r r ,ach cortmari son (father's vs maes rne n

":o~:'' r lv fter) h reacti on of 12 - 15 infajits hetw-en I anui,

hr r': wer rc-ua ts I ron: '(1 infanits which met the cri teria of siLif- j)*,en
r''l aIMI of s-ufficient paius in, - chile the adults were spa n'to the-

t iu Teaior comp)ari~son of interest was the extent to wdhi hi
in a. t- \oul Is from. cre :np more readily to thleir father's vol c-'

t.:cei to ;i le -t rxin' r voice. ( harlicr publIished res earch revea led(
zi it irifallt Ji >crivilnated their mother's voices from female s traiwer '<

voi sui( Hd <e im li fi cant lv sooner when thei r mothers sm)oke' . N1m
5 oer n rked-( i ndCTmenTden lV and s hault aeous lV to t ranUsc riihe an evert

no Co)1do'( It 'Pa1t tern 1)f r iC es and p)auses emi tt ed by eamch in fa nt and
t('ad: ailul .. hm' er-cent a -reevrnt as; to which adult the cri terioen

a; .L~e orCcurreil f'i rs t wsCalculated; in1 23 of 'I cases there a-'r'
ut - for a )5 ' rte of i(,reecnnt l r 111 atenc i Cs to cri tori OP :aiu-1
or father and ' trxniicr wecre compared Irv moas f t te',t for aip2

5 ej)tr 11an C0,5 The resultsI were asi f-o Io\' t ow s .'23 ti
lv i ni 9 (ant dli fference, in fa,,vor of the fathers . I1hi the

i r in lt A maus; ('( s "T1 i icant ly sooxner when the i r faith ers -poke to the::
-I]Tport i in.- the conclus ion that i Tifants wi th 'U'. averaie aiec of, 2 wee
"'M an1d do (di ffIetet thei r fahrsvoi ces- f rm <tiav'o'-~ \,()I CC
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-v o~ c t Ins;truct iemil Pretrainin , and Tvpc of I~tni
no. ir coui-it ion of Assertive Behavior

f' (P\TI'T~U AT'~: Ih~ad0('rxuide11 , LT, >tNv

I if I'P w: I th (' S tuchv i t to corvare the effectiveness of ti,(r
Sto rF' 'vhohra hhvior'al and ins i ,ht -oriented) u edl
c!imn:t Ion % i tl instruct jonail retra nino on (level opment of

117iI.Nl7U AJTPROAQ1I

A 'vlunt rei sub iect s, i I I he select rdl fro em.ion th(
i t lt :)no'ti I1-it Io ON,0f th e !Psych 0 Ogv SOerVi ce o f 1% j I lI i BeallUInont

k4 i iil Feinter- in !I Paso, Texas . All subjiects will he
(_ 0 j (Tef fve evup The pupe f, these Orno;l.- .I

:fto uId e u sb rc in his/'her aibility- to hehavr assert ivnl nIBI
o I t('1771 '7' icE f t!-e fivC e IKthods to he used i - Mrst effeCtiVe
il tea i'ino ti is si 1. 'lie 1) roredures to he followed and qkmaif ical-

of tke therani sts to hrose are desc rihed in detail in the

-t w i nve t i at ed( theiu -effe ct ()f be h avio()r therI IC wI , insL iet
Fr 1 on't ,d t Iin( rapv , an(1 in1S tru-rlt 10onahI J pretMainT1i ng' on1 th1e acoir s It 1 o
U4aiz-,-t1iv hr~iavinr. Th1e dependent variables, were theexesio

n!- 'a- it1ivc :Lss-ert i e statevnts , the express ion of negative
is ertiv I r tat evmnt s and the redci x;pos it ion to respondI aLsert iveir.

n1( T(lrpendent variables nf typec of treatrvnt and tv' e of pr ann
er-r cori~ined in a compl1etely randoti ed 2 x 2 multi factor des i 11
,th ai F i Fthnu added wh ich received in-st ruct i on1a I pret1 ra i n i n

-," t ws. hvpothes -i red thait sub ' ects receiin no behaviortlrin
ii us iris t flit i anal Tnrctraining would score s i no fi cant hiv li e on
b(Ahavi or') 1 and sel 4-- report rn'asures of assert Ion i rrrdi aItely a 'Iter

Ir;aIt met a 0 da1(I IsN f ollowm inni , t reat me nt

t tat ;i I Io f 4 0 1u ('ct s we re ran domly a ss ' i onedk to o Cne of th 11 y
Torll n i nd t reatrwnt and control procedures were rnilemi % assiimed

toI thje ITreuns Tie sub Jects; we re post -tested i rreIi atelv after-
no atnent ad 0 aSfnll ow inf t rCe1t1Tnent usiinn I-havnnorl rsus



1--sert o: I e ehal~vinral ~slrscoo--s ted of_ a i
-<ore and nst i% yeQSsert imn score oh talieil fr-om' te idr -cp il

ratinns- (0 tlhe sic1h~jots' re pnlses to vi doot aned s i tuations- and
1en tten~ttr't rowlilrio' thle express ion of - tive) and T-s nt'
ai;sse rt i on. We sel c re INrt rua sutre was t he AdulIt ' e f - 'XT'r T-
"Cale

11ehav i orI t! i rzt:-v cons i s toed o f Piod 1k, i n, , f0 e(Doack ,ad 1,eh iv: r
r eearsal u Ls inTI v ideco t apecd a ;sse rt ive I)rob I ,,m sCeOne T t
oron enited tli e r am - c on s is_ t ed( o f theI i d eniit i fi; caIt in o~ asser S u

xrilesad the oxplorat ion of feel in ogs through the usec of-
emrnath i c res pons eas Irv the theran is ts . AllI treatrent wa ai I -r
oWnd vi dula Iv in iFour sess ions wh i di occurred w. i t-hin tk ,i wet-4

n)re t rIii i i n. Iico i ns truct i onal i n)re tra i i ino procdu ires- cn;->-i
ai vid(let aped P res ent at inn containinn irts t rct ions Aboult tY C' r"O
ot assert i ye hohavior and aIssertive responses . Lx anres I C - '- -

respon ev ere eled. .Suh ects receivi ngu onlIy i ns truct i ona I T,
tz psi nin vicoIcd the vi deot ained p-res entat ion anld were pos- t e
ecks later.

It I he t of' imi variaitec A\0 VA revea led aI S i Lnli f i Can! d i fferc- -

rwvnt, tile five roups on the negati zi y ssert inn s ore ptc v p
the vi deotanneed nuasire irlinecljate lv following treatlcnt . k\ O\ te,
for the other] denendoot measures weore stat i st i cal 1v nons i 7, '
\11lt i-"1 corpar'isons of the negative assert ion rma s cores ,, flr ,

vi ee nedmeasuire us in- tihe Schleffe procedure resulted in -:.n

(h fFfcrence heti~ce'n I7rolrws which rece ived behavior therapyire
lre1Ce Vi rw iriS ic ht-oniented therigw . Subjiects, whJo recci ved l)
theraplv made- s i eni fi cant lv more nogat i ye ass ort ins enr the x c lor &k

irasuro . The inFluence of iTu;nstrctional pretrainine, was totuidl-,

nns <m inFi can t. Ann ins is of the as_,sert ion scores on the vrt
-:t at er'lents; nd the adul t So I f- IExpres s io Si (ca1 e.' III t ed in 1s 's <p i an

di fferences xrKnt fYie gTrolms irnediatelv ntor tTVroatnxrnt an.d .'' 13Q

I e( hvpothes is that the t codi~ mat ion of ins truct innali prut i 'sJ in u
i)( ha vi or ti .e aps wou-)Ildc res u It i n S i en1 i f i cant Iv hi i pher score< - I th
hoehavioral and sol f- report meaisures e as not s q)po rt ed. 7Th i vor 'swie ',
vanablehch contihuted to h1ighler neositi ye alssert inn sZcore - t I>
t \pe( of t roatimont received. Subi oct s rece i Vin op hoh Vi ort

fclt\more ne rative assertive s tatemen~lts o'n the ,i do lxv1
me asure tahim-suh i oct s who received~ i n. i oh t-oriented theire o-
ir t ruct ion! p ret ra tining 0o Iv

File rslsof the study support c1(d the use of hoairthTl me
!u tinod of treaitini op ass rt i \'e r rob I ci . Thei use oi- an ins t ret i onI
pret rauin0inop common cot wsno t sum ported. '11 rsltwde qk t 'ltcni th>

nleed for :pori fic tr-ainlime inI IsitlVe Ts<Ort ion. '11W0 reuls1-0c u
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se.n as support ino the contention that behavioral rmasures are !,vi
effective discriuinators of assertive behavior than se] f-report m'.ti urk
it ,as recourmnnded that future research exu.ine the need for trainin
in positive assertion and that the present study should le replicated
us inc a no-treatment and no-pretraining control oroqp. This data i
.o .. heihm , expanded and subnitted as a dissertation in partial fill ftul:1_ ot
of the Doctor of Philosophy degree in psychology.

TAIUS• Compl eted.

I ( 4



')ITAVF)V T7A0 11. IA1!

1 Iveritorcv (ens t ruct ion At tent iona I and 'M ink, i ng l
111111 Asses-spSrvt for (Ihildren

!'iV:[ VL MVITIXEO: AT ilenthar C.

ASS ~ ~ ~ ) <TI T , SI7 r %TSR.

1c, irie.rove our des;cription of hoth normal and learning di sa)Y le
ci:ildrens ' attentional ability.

TP] [N !\I (iAJ)PROA(I I

Li f-teen chil dren diagnosed hvperact ive/learniin( disabled bv our
Pediatric Depoartmient and fifteen children randomly' assigned to
attend regular classrooms and are diagnosed to be normal hildre'-,
will form the sample. A task- with three different parts will he
used to provide a score for each of the specific skills mentioned!
p)re vi ously . A modified card sorting task will provide information
con cern ing, thAe ch ilId's di st ra ct ib iIi ty, flIexibhilIi ty o f at t ent ionl,
and deuree of concentration. A stimulus familiariaation task will
he used to index the child's distractibility, and the breadth of
a'ttenTt ion1. A\ modi1fi ed vers ion of a vigilent task will be used to
i ndi cate the cd's 1(5(istractahilitv, abilityv to maintain U1 attenI,-
tional set and the degree of concentration. This representation
will permit the idlent ificat ion of those skill areas which are ieAk
as- well as the child's skills which are sat is fact ore. A f o I Iowi
studyv increasing the sample size will be proposed ait a future dlite,
if Fsigni f icance is fond duri ng the proposed s tudy.

KAT \11 : Te rm i n ite
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i, PA C, T[INS "9920

IDTAII. Sl !l1T

" Ivelopment of a Computerized Trauma Registry

f'('>(:I P... T:M;TIr.ATOP • ITC ,I.P. Collins .Tr, TD, and
11,T I':illiam .1. Klenke, "'EC

\X;gfl {lyT ID3.STrlATOR8 :

OU'](7'P:TS

Fo comlete develoOment of ani automated system for storage, retrieval,
and Processing, of pertinent data for patients with tratunatic iniun at

Th.1 LNI G(l ~:APPROAQ

\ cOmPuter oroo ram will be written to allow the entering, editinec,
dIis layino, sorting, classifying and analyzing of patient information.
e patients w,'ill be restricted to those who are adnitted to the Trauma

! ,ard. These records will be used to analyze the epidemdology of
traurmatic injury and the effectiveness of therapeutic modalities in
the :mannaerent of iniured oat ients.

CONSUI. i\ II SUPPL. I ETS

9 6

PROGRESS

"he data from years prior to 1980 were coded and saved on the IBM 1-LiW'
lncated in '11SOI with no means of retrieval or transfer. This data

wa. success fullv removed, interpreted, and saved on the Htewlett Pacard
e84S computer (located in Tk-pt Clinical Tnvestigation). All &ita from

id-1980 to the present has been captured by direct or manual entrv
by the Dept of S;urger-. Analysis of these data bases has begiun, to
&termine the validity and completeness of the data. Pata concernine the
!eak hours of utilization, the most corion iniure, and daracteristics
of a pat ient with a specific injury have been examined with regard to
increasin, efficiency, but this analysis has only been done in a cursory
,-anner. ..\ si g,,nificant event a ffecting this protocol this year was,;
aUtuisition of disk toraPe devices to expand data storage/processi me
caa i iIi t ies.

' Tl F: * (m 0 i n',,



!DPARE PIIT DF (CLIICAL PIAlSTICATI,\l"
xiIl.IIXMk BIAUL'.T APB " MEDIA(.,.{TIMER!

EL PWsD, TE1A' 79920

DETAIl I.IIITI'

TTTITF: Pathophysiologv and Treatment of flemorrhagi c and Trairiat i c SJhock

WDtPK UNIT ND: 77/24

PRINCIPAL I \TSTTCATDR: LTC T. Collins, MC

N AlS(CI AT, TNVTI CATDPS:

OB, F.CTI VhS

To study the nathophysiolopy and treatment of hemorrhagic and
traumatic shock and the effect of vasodilation, steroids, and
fihrinolvsin on these types of shock.

TtOLNICAI. APPR)AQt

Disseminated Intravascular Coagulation (DIC) and fatality have een
rshown to rec ire the presence of slow capillan flow (shock) and the

presence of a thronioplastic material in the blood strean. It is
proposed to test the efficacy of phenoxyhenzamine (an alpha blocking
agent) , steroids, and fibrinolysin in the prevention of DIC following~traumati c shock.

PROGRFSS

No additional studies have been done. A publication was reported
last year.

STATUS: (Coianl eted

I 7

At.Il
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\;IJAA.M BLFl1hr'v ARMY MEDIC-l U nr
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IT 11 t el Intraocular Ions fimilant at ion ,-;tud\,

YQKUNIT NC' -8/03

P)RI NC[PAl- I NTSTTCGfR:\ -% Dorja1 (1 j. Bergjin, MC(
MAd Floyd 1. Cornell , M'C

..\SSOCCATE I N TTCATOPS:

P0 part icipzote in the s-tiidy of clinical results of imvlantat ions; of
it raocula r lcee ororani zed I-) the Intraocular Lens Manufacturer's
\ssoci;ot ion in resrpnsc to di rect ives of the Ophthalmic Class ifica-
t i on PanelT CPA.

'FFGIfNTQML.VAPROACII

.\n, intraocular lens is a rrosthetic replacentnt for the eve s
cr.-tallino lens. It is elIaced in the eye at the tint of cat araict
surgen' , There it is fi xated hv a variety of means , with the intent inr
that it rema'n. ierrmanont lv and correct the large refractive error
rona ini no after c:onventional cat aract surtoerv.

fro I !ai1\ 1,170 to I 'larchj 1)1)( a tot1 of2ctac eoal iurse'CeI

s Li,~- 1 an tat inn of i ntraocu 1a r lens have 1been per fon~ko a I .!at
hareu ie: follnl.Wed :].S OulatieCtt '-as rrxs iii red hev VIM. Thec - OPa
pn resented to the Cli ni cal InxvesTi 'at inn (Tmmi ttue , has< heer fol lok\\e

lue Ii ar v e en ;x c op1 i at i n in the e cn t i r( e re i es of 7pt i e t
[at im hg1-ack torI, P7S.

(13 veaIr- oI (I flena le tvpnrte ed in 10 '8 who dlexv loped endotlel Iii Iu
dcorinensaIt I On and Ii crncv< t i c e(Tl' seCven MonthI S fo IlOW in St snru V .
1)a te of s urseere e 2) o ,in)* nd .3 ar -8,0.

at i ent has on do rvonoen crneal Itrnat Oi on th r i Olt eve poerrmed
!)r. IAhert P. Sexton, 'M, S ilver Ci ty, %.M. 'Pic iossibil i tv cxists
that a corneal trans.,plant may- als-o he requi red for the left ee

i xtv 0 oh t vcu r -old male had stirpen ro wi tl iir)lantat ion of
i nt rocu lar len I. '.'oxv - of thle 1left eve. Thec pat ient developed
cornea I edema; three days ins toperat i vol , and the lens was remiovd.
Pwu pat i ent i- doini op well and Vi S tin aenit-V i n thle oPerat ed eve i s



W',ork tinit 78/53

Sixt'-five year old male unden,ent implantation Of , ,
ocular lens on the ri it eve on 20 Ar 78. The pat i ent Ikv 1):w.,
pseudophakic hul lus kerat'opatlhy and tiiden, ent a nenetrat iji.
keratoplastv associated with an anterior vitrectov on 0 tel s'
at Fitzsimons Arm, 1edical Center. The patient is doin,' ',.I.
this tirre.

Sixtv-eiglht \ear old male underwent intraocul;r I> ;: 1;c

of the right eve on 18 Jan T9. The natient has developed cv' t,.i.-
macular edema which is being treated with celestone iniect ioTns.

- SixtN-two year old female had iqlantation of itrascuI :
lens on the left eye 23 Feb 78. T'he patient had recurrent h,:
and decreased vision. The lens was removed surgically on 3! ':i:x
T'he natient's visual acuity is 20/2S with a contact lens.

Sixty- four year old female had removal of cataract trr' :ii,
left eve with iriplantation of an intraocular lens 17 Apir 7). itpatient has developed c mstoid acular edema which is hein!: tre,,

with injections of steroids. The nossibilitv of reirval of t.(
lens is being considered.

lhiere were no umdue complications either technicallv or surcical'
associated with any of the above cases. The next scheduled
annual review is in April 1981.

STATUS: C igoing
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Perionerative Thrombosis ProphvlIaxis in Patients withi

Th:I Peri oheral Vascular Disease

;i( K tM T NNI(: 70/43

PPI)IJ1PA1. INVESTIGATOR: LTC J.T. Collins, M

V'CT AIl P, I'STICATnRcz:

To deteimine the efficacy . and safety of low-dose heparin
prophlaxis in patients LMdergoing peripheral vascular surgery-.

TEQINIC.AL APPRJAQ{I

Patients entering the hospital for a proximal revascularization
(aorto-iliac bypass, aorto-iliac endlaterectory, or aorto-femoral
bypass) procedure will he randomly assigned to either a control
or a treatrment aroup. Patients in the control group will receive
no thrombosis p~rop~hvaxis. Patient-, in the treatment g~roup will
receive S00 u of heparin subcutaneously each 12 1hours for ten days
after the methods of Kakkar and co-workers, and Flxic and co-workers.
Ileparin rfl ven intaprtvl will be rvre nkeipwt
our usual oractice.

Venous tlirornbosi~s will be demonstrated using the 125-fibrinogen
leg scans. 12S-fibrinogen is convereted to fibrin under the
in'fluence of thrombin, thus incorporating 1251 into a developing
clot.

Conericall-v available 1251-fibrinogen is a derivative of single-
donor humnan' plasma. These donors are carefully screened for blood
borne, transmissible diseases, particularly hepatitis. No cases
of hepatitis or other illnesses have been reported with the product
to be us'ed.

To perform, the test, the freeze dried nreparation is reconstituted
xith sterile water at the time of injection. A routine 1 cc dose
consi~sts of 2 mgm of clottable protein, and 140 mCi of 1251. All
patients will receive 250 m17 (S drops) of saturated Kl orally 24-
hours prior to injection of 125-fibrinogen to effect thyroid
-10ockade

12-11 decays by electron canture with a phvs ical hal f-l1i fe of CW
dIavs. There is no heta en'ission. Photons are of x-rav (35 KFV)

,ind x-ray P8KV

-7(



c .kt 11:1i1 rai1 ;it '11. 1 IT I ci':. si it In 1() 1 !-1

fR I~ hri I niiibh I. /(( jf i I

Pt, 100 i n i t~ r: it I h T , r' 1 1C 11"F. :I

t.ai *aient ,,ill he pertorikY ! th II Ic 'ica t ' isr r
.II IC r* the( dlI rest In of I. II H r\ C !. Ie thre ir I .v

lie urChl:ised hV the- ! 1 )It CliMCA1i~i Il\ -t 'sit I (I), !It Ii .

act ivated >iiir ndide rvstal I. COLunts W % I I I !)- enA IA17 :'I5
24-hours sIfter i n iect in o f the(- iso(-tope allid f-Tor N perio ()J
unl1css zin ahnorr;'l -csui i, noted. Thecre fore , the 'firztii .1

oi en t~w cla\s eor the operat ion.

The s cain np' roce dure consi StS sOf paUSing the- abo)V Ui
IwaId. dev icc over the pat ient s' s temrri and at vIr i oilK ev
l ower ext rersi t ie OI or periods of fi ve to th i rt v secoiJIs . 'j-,

concent rat i on>, of- 1251 in the lower extremities correl sitt 1% It,
deecp venoust- thirombosis . The counfting d( vice is eC5Ls i l\, t r: !:4%r
the e xam is iuich aikd noninjurious to the patient , and I t I
je rformerd ait the :)it i ents ' bels ide. 1251- fibri noPen le s
is niow a %,ell - accepted procedure in many hospitals.

.\ccliraIte docuf-vnt at ion of all other throifiot ic evenits t. II
sough t. Ce rebrov;Ls-cular accident will be diaonos ed c Ii n Ii1%ii,
conl fi n'iat i on kx. il Ih e sough t hv vasLcular and stat is b)rin CLI
fuspect ed n-ocardia I i nfarct ion will1 be Conlfire 1IClw eVCIlect IiIgram an(1 ia cardiac enzyme _ deteni' a:t ions . Pat ients 10de jiit1
a p ori i ive 1251I - fibrinogen scani will have a pieoh~ '

dzai Iv . If the phlehorheogran is positive, the caseu sill . w

fa ilIure of prophylaxis , and heparin will he begcun ysetin
i nfus;i on w th the tgoal of keeping the activaited patisil thirel t
time at 1. to 2.5 times normalzl. Ph11\xc'ah as- devele,
(ranlIev and co-workers has been confirmed by us, to b1,t,
for detecting clinically- significant venou-s throri . he
is; a noninvasive test with no risks to the pa tienTt . S Usnet' k A
arv embolism will be conf'Irmed by dicst x- ray, airterial1
pulmo)nary s;cans , and pulmo~inary arteri oaraphy when iridicait e

All1 pat ients will be counsel led regarding the varioiL- raru-i f is it i on-
of the protocol and wNill sign a human volunteer sinreellvlnt pr ior T e
ent re into the s tudv . It is estimated that 10(1 %a, nt iill

entered into thie protocol over a two-year period . Data conicern11 1
th Ie p)e r iop)e rat i ye muaageme nt w-i 11I b e avail abld 1e a t the e ,nd of te
Years . Ini the unl ikely event that a pat ient wNi th aI cont rsi indi csit i (I,
or all ergv to heparin should be cons idcred for oper-ation, het- a ill ;)(
excluded from the stud\y. Female patients, aged 15 to SO years, \,ill
be screened with pregnancy tests and positive results will secrve sis
aI basis for elimination from this protocol.
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Should a hemorrhagic complication develop, heparin administration
iill be discontinued. Although ecchymoses may develop at the site
of heparin injection, the chance of developing wound hematornas or
life threatening hemorrhage from low-dose heparin, properly
administered, is essentially nil. A thrombin tine will he obtained
and circulating' heparin will be neutralized by protamine if
necessary,. 'e will attempt to correlate the eventual outcome with
the preoperative profiles.

PROGRESS

Thistut ,s, not approved by OTSG until mid-FY80. Essential
eqiuipwent was received at the end of FY80.

SFATUS: COigoing

I
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TI I -oQ

Fffect of Setem ic 'tot i-Neoplastic (lienothi-:'ao\' x a

ITIT! CII'raft TIncorporat ion

1%ORE: IJNTT1 \G0: 80/12

pPI 'T)A !X1TT2'''P CV'iR janiel ,
L.T'C T1.T. Cblohm.'; 'T)

I ''' T1 .1.I B rco , ITf, P. 1~nl T lO

'In detemrnie the effect of svs\temi c c"ancer chrXIeai ot
heailin(g events which allow incoreorat ion and formtion of aI nle
i nt I n 1n da-croni pros tehiti c qraf ts

TlsIII(I.AJ)PWIVA

firaft i ncornomrt i ni-, i II he fol 1m oed by 1)1 te let s urei i cI t 1!L'
anz ac ccptedl i-a ure of toraft in corporation w ith I r, i at lezt ;u'vrv vetI

he i n , reduced hy 50 irlnedhi atelr after graft IL aCerICT't a'nd retMurn a>'
to nonial as tile graft is incorporated. Also do>"' 1ill hece
at six w-eel s anjd six months for histological exaunat ion c1o f
heall ing Mwti' dogs wh i ch die or develop coirel I ica t ion OTI aT e I At.

stdie h olwn sotios ( mf Iae mimi o ft iwill he h i'toloo'icaiIY lotudied. Graft incorPoration' il a'

vth, initiat ion of demtheraipv f1 A ra",ft placervl't aft 11' 1o I 1i
t ion of dienoth erapo T'hree coot ol s will ho useCd. In) o1he iwI'1

a lto let _SU1riv1l wilT he foll i ed without ai' t reatrvii , to'an
eons Is- toner_ o F t ecl 1i (Iu oC0f 1)la t oel e-, Surni v: i doAte mi MIT i0! ' m
ano0ther freun p1latelect survival will he mn i tored before adJ'
dciothernox, A th i rdI groto ,\ ill have a thoracoal domi ni I ro / ' I Vi

thout diextherarv

5 324

T1 t I t 1\ '1Il Is T-o a' to-ta oj I fve t'rIoups- of;0 in l
T)P totall OF .1.3 anima Is ha've had hal e l iolt-nvli

tI-ul' 'I'temntiix' us in' Indiiwi- Ill labeled pnatek'ts \1 ial" 1: I;I i
,xOeteried inTt o the coot roI group nvd pla tel et su trvi val t i 11-:1."

1 ' us non I toC)red iornd oi ca'l 1v is" cal ITed for in1 l t) rot ocol . om w
t l c1itve mx eooi foll Iowed f or One m FonthII. 101o Ur ni Ma Is ho!ve llaei

''nrt I into G;roiup I (no s-urgerv adri av\ci n treat ('d' 'ti I"Tow 1("Ivl
(.T1 frl Iov rd for1 onle mon thI a ft or i n it iat ion o f adrtiamiexc I nat 'p

uid1( twoha "o non i tored for three mlonths, "i\x;~DaIsa hc
re T(d of ir ru I Clre on B') and platelet -uIrvi vi! ol ''



V-,ork L it 80/12

heen m-.iitored for six moths following surgery'. Six animals have
also been entered into Croup IN' (surgery follcwed by adriawvcin
treatment three mnths later) and all six animals have been mciitorel
for three months post-surgery. These animals are no, in the
adriur ncm treatment phase of the study. Other animals are hein,
entered into the study, as time permits. Insufficient results have
been obtained at this point to drm any concluisions.

STTUPS: On going
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I\. 0 o10 PI k o0n itCr toiP an d thIeI 'laX!i M I Zt (In Ii thI Ao rtI
1 111 TL Pcon>- t nuct i on Pat i eait

FPINCI-N Pl\ A11STl(\T0R: l-I(C.1. Collins 'I(

X'SSOCIAT17 lxViST(ATnRZ:

To assess the effects of shock trousers at varying krC of Crr-pu<:>

uoon the cardiovascular sy'stM and flat ents about to unrder!go aort ic
reconstruction, to ontimize patijent 's cardIiovas;cular Statlls ili eni
left ventricular stroke wocrk index, perinheral vasi-,cular 1rs i,:txlc(, andl
cardiac index Torior to tunderg-oingl majior aort ic reconstrulction anda t(-
assess the benefits of this anproach in the mtr-and poctoperat i \

\l 1 pat ients scheduledl for el ct ivo aort ic roconstruct ion onl thc 11mv1\-/ on or to surgern, are admittedi to the Trau-,a 1iit or S.'urgi cal intens iv
C r(e lini t There SwnCn a oncatheters and arterial lines- are 1
pl aced. hollow o pl acenat anid the hase-l1inc determi nat ion ofrmt 1
parancters outlined in the protocol , shock trouser- are placed and
varvi' ag degres of conmression applied. At each level of comoreossion
thes;e naraneters are renx'asured. Following thiis, the trousers are
removed1 and varying, aMOLunts Of lactated Ringers solution is amnsee
intravenously andl the effects of intravenous infusqion on the carklio-
vascular parameters are determiined. Fol lwi np 'achiex'emint of 'oim'
cardiovascular paranruters, the patient is considered prepared for surger
and suhsequenti lu mdergloes the scheduled aortic reconlstruct i XeC procedure.

PROGRESS

To date eighit patieoats hiave (undergone the comrlete, protocol. \1
additional tevptienshave undergone nortions of the protocol,
anid information ijK rval lale to coordinate the overall results. COur
,,oal %was twenty pat ieats to be carried through the forma protocol,
ait wh ich iPoint results o0' the approach wil11 be tabulated and assessed.
\t this. noimt , because of the relative ly small nuwt~er of patients
having, completed the protocol , deutons regarding, clinical applica-
t ionl of th is procedure cannot be made with any certain val idity.
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'Ilot "oi-\ 0 the 1ICe of the Automnatcd \ttl o V Pllnndc

V~~~~~~~ p A 1I'iP I TT. Collins, 1)

~ I 'AlSTCAJ~i~S; 1~l T.\ as~~ , 'ID, Cvi' TJ1.Kaie
011, A.'is Sack , 'M

Tca e-tahlish the, effectiveness oF the autoruated! autolotous kliced
ro rverv cl Ie 11 aver) in providing an econorical , effici eitt

201 -rurce o!_ aitolaeous red brlood. cells for rati ents tinderegOiine
j e'2I'i a rocdures; and in decontariina-t i TIC froe pen toen 1

CO! L--0 cCinatcd ,i t'h b' liot ad penetrat inp tho raci c and ab der i aoli

TI(I INI (INI APPROAC i

;tIe I1 oliented( ait o I0ocu< !,Ilnod r-ecover n, sti ei I I be ti ed t I-;I I .:
pat ients presenting withi either blunt or penetrat me , abdorinal, or

chet raua.in adltiowa,iall paitients unmdcrrnin- elect ive tloiorci c.
"in vqcuarS'ugial procedures; ir , no i-ip iin

at<jhnMbood loss1 Is ant icipated will he included( in this Itud"
rooera iv- ae rob i c and~ anaerobic h load( culitures and ,Tran 1a

o)f t1..e fret, iiitiathorac ic and a~eri toneal hlood will he ohtai nedl lli
ai'itologois Mo100d recnven-v sstem w ill he us ed i n re cove ri T1 0 t Iis C 1-0 e

I ne. fter the b Food has; been collected, was;hed, and aa cked hv tl l
11 v-r xi erae rob ic aerobic cultures i< ill be obtai nedl aL> xeli

a>, h itc blood ~lcell (:auit , red b load cell cott, platel et colult , ~i
to a p1asa - oe enog abin,' ea i afibri nanenl andI cent any sinIc'1

-j.ill be done an all collections by the cell sae. In sos e 1he a>

oavt apiit ioT) of the bloed b~y ente ri c conten~ts is dOCUMCent ed , V h

Ot(1red Mon0d( cells reCce od ill not be . i von to the patlet Pkc- t
''eralt i e I thle ra;t i ets wh have roce iVl To1 nancont ann naIted and 1. 11CI
rod bland cells will bie followed closely for clinical sienls ef'sa >

ni di cated seilbood Cultures will be -ibtained and the paIt ioet
t a ;t (,( 0, i t-1 arp roa 1t i: to an t i b) jot ics- aen(li ng cul t tire resulI t s . 111(

Is Iol titiaon us ed durinej the recove rY\ sys tem w ill cant 11i n 80 -1, of
kaotvinper Ii ter -f w1as h solution. Tb -is has been" denoIAStl ratel to

Y' 1 -int aeoVco~~-ip- rm h a;e elp-d

'vI(I-( rom' ten re'1Ol o ytePt' tna z nitte

1 illcnmre ace when thoeC cl an ez hove beenci fon~a rde d on d,

II ~ T (Tiia



APPIt'I)IX I

Representative Training Protocols suiported by th~e Tenartent of

Clinical Investigation, WillianI BDeauTont Army 1t'dical renter,

durinig Ff80.

I
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DISPOSITON FORM
Fo, so of this for,' sa AR 340-15; the propoent aency is The Adjutanlt General's Oflic.

CilInyest Svc Neonatal Svc 1 Dec 1979

C Research Facility

etithe use of the Biological Research Facility for the p Urpose of trainintuin1and paraprofessional staff members of the neonatal service. The objecti ve
training is to familiarize the staff with the indications and techniques for

cothrpaIintubation and chest tube insertion.

:tliiiIn t Requi red:

a. b animals
(1) 1 kitten per session - intubation
(2) 1 rabbit per session - chest tube insertion

;.., rvnfgescope with blade

ri m endotracheal tube

.\rp,,, chest tube with trocar

L'nderwater Seal

prprateanesthetic agents

rtrnary supervision and expertise will be required for preparing the lab aniria'-,
i:: -- tance in teaching the staff.

imatlv ~classes will he required (1 class per week) with four persons per

R. E. PEATH, M.D.
MAJ , mc
C, Neonatal Sv'c
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DISPOSITION FORM ~
Fo, us* of this foro. see AR 340-15. the P6@Pe.onft og..ncy Is TAGCEN.

REERE (E O0 1F QP E 1 ,.8C. C 7

ATZC-MDOG Use of Biologic Research Facilities for Training

1HRU LTC L. L. Penney, MC A.4' LTC W. C. Daniell, MC DAE 6 Nov 79 Ol
C, Guin Invest Svc Dep of OB-GYN

TO CPT Gerald W. Parker, Jr., VC
Asst C, Bio Rsch Section

1. Request the use of your facility on 29 Nov 79 and 13 Dec 79, from 0800 to 0900 hrs
for the purpose of training OB-GYN residents in techniques for intubation.

2. We will require two anesthetized cats, a veterinarian for supervision, and
appropriate endotracheal tubes and laryngoscopes.

Z,

* WALTER C. DANIELL, M.D.
Lt. Colonel, MC
Chief, Perinatology and
Obstetrics Services
Department of Obstetrics & Gynecology

181
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DISPOSITION FORM
Fo' . of this (*mi see AR 340-15v the prrtonent agency Is TAGCEN.

~E -- f ~FF I E5 -~80L , b E C

,ATZC->1DPE Pediatrics and Obstetrics House Staff Training

To Clinical Inves Svc FROM C, Neonatal Svc DATE 3 Jul 80 CMTI

TTN: C, Biological Research Dr Leonard/mmr/2249

T. e objectives of this program are to familiarize the Pediatrics and Obstetrics

-us tff with indications, outcome,and equipment related to endotracheal intubation,
cnest tube insertion, and venous cutdown.

2. We request the use of your facility starting 15 July 1980 from 0900 to 1100 hours.
This teaching exercise will be held weekly. Termination date - 16 September 1980.

C. Laboratory animals - equipment

A. Endotracheal intubation- 1 kitten

r. Chest tube insertion and cutdown - 1 rabbit

Venesection trays

d. Larynscope with blade

*e. Endotracheal tubes 3.0 mm or 18 French

f. Argyle chest tubes with trochar and Rob Nel Catheters (10 and 12 French)

'Underwater Seal

* >,c plies provided by Newborn Medicine Service.

SCHEDULE - 0900 - 1100 HOURS

' 5 July Dr Tremper Dr. P. Muelenaer
2 July Dr Baugh Dr Matson

29 July Dr Crowe Dr A. Muelenaer
2 Aug Dr Egerton Dr Rawlings
]12 Aug Dr Carrion Dr Walker
19 Aug Dr Pereira Dr Covarrubias
26 Aug Dr Stafford Dr Hill
2 Sep Dr Chikanchi Dr Lawrence
9 Sep Dr Woodruff **TBA

16 Sep **TBA **TBA

To be assigned

TOMMY LEONARD, JR., M.D.
MAJ, MC

182C, Neonatal Service
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DISPOSITION FORM
For use of this form. see AR 34015. the proponent og9icy Is TAGCEN.

REFERENCE OR OFFICE SY-SOL SU'BJ C

ATZC-MDDS Inservice on Airway Management and Intubation
TO Bio-Research Laboratory FROM C Resident, Trauma Svc DATE 8 Sep 80 CmT1

CPT Camunas/sl/2698

1. An inservice will be carried out on airway management and intubation in the Bio-
Research Laboratory. There will be 14 persons from the Trauma Unit and 507th Med-
Fvac unit participating in the inservice. The inservice will be supervised by
Chief of the Bio-Research laboratory and chief resident of the Trauma Unit.

2. The inservice will be held on Thursday, 11 September 1980 at 1430 hours in the
Bio-Research laboratory of William Beaumont Army Medical Center.

J SEPH A. CAMUNAS, MD
'"C T, MC
Chief Resident, Trauma Service

J7

i/, ... i ,  ,- /-.2 _ ) f,-.4.r
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Dr Fenne- N FORM

:~7--av1mlDr. Fetreto nner Clinic 2

7:YI"~CT~l7- Aimal willhrae thInn~n he !PO ti in-ireht Thir,

da fth e roceduo . te anim i llr,- als he ra;
anent tooine du Pnreatc nrdu tnd hilirr'avstest

mot ti 130-15vlh.

~~~~~i FfRRQES- oeable troenterClnc tf ndFlns oto

more nrnficient At nerfnrmino ERCP.

* ~-r~ne--~iatrontrO~qvStaff and Fellows. Persnnnel in Anin'Al La,,-t'f"rv
Sectionr

David K. Fenner 'I.D.
Major MC
Gastroenteroloav Staff
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DISPOSITION FORM4
F. .. .4 l*. .,. AR 34015, h1p po.n og. -- The. Adjz Gno.. Oc

EffRNC OR OFFICE SyMbOL SU.1JECT

II) (USe of Lhc Bi -Mudica I Kse~ircii Foc i IA.

TO1 FROM DATL
:). aker CPT VC Director SC VC

1'*-- e Pt's I- e WBAMC .

K'tn edical I'.esea reh FaC i i y a nd i Ls st a i i. , r.
I ci' Tucsdz' f itertvson fro-~ 12 : 30 hours I.o 1 100 hours for t ro- ini I i i u, s
t ra tiiLh e PatLiC1 ot ., Cr c Sp)e c ialI istL Cour se ,WI3AMC , i n OR s c r u) .e- an~d l'
t uch i qu-, and in minor sut uring t cchn iqpz in t hu dovions trat icu nd ;)( ,J"O
intuiat ion.

38 ctb C e';and sterile gouwns w; I be prov: ded !),, tho

I;" W mp- . c-;n L,?- '1 :1-6 ,;tudents;. Tn 7re'ip: 'all I be ie n ;ic. i

-d'up-'t m' suture pack (Sutu- 3-0 Sill~ needlen, SLeriIll, n:,
p, oV ai nes (beut COnduIctiVe) , ;at S.

Mapewo req ' 3 d, Vet sp Iali- , IVet. (V,) -- SpecLialist. nethea

;~ru ,;ed 
2i2 (Vutr. specr

Requeist t (CitL) -au i in, dog, for the .40ture procedure.
Pcqu053. I(ONL) ielin, cat , for the i ntu,)at ion procedutre.

' 1 1? Mrch I RRP

8 April1 2 11W

2) fly 4 8

Lynn .Blackwood

W rect .r )CSIC

180
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DISPOCEITCC)LZ FORMW

TOFROM LA 7E

I; Ca t~n~ I v ZI.t cj

-C Irt ro uestlue thie use of thec Thil731i res~r2c lie s o n as;i,]

a t I . Churs for tie nurpose of jermoustnrt no and excerciqi :o o i '-of -:;r

jutostaP111iu2 devices. Please iinfor-,- us if ti i eCoxtjit

(JOL, IC
Ass t Chief, !Iroloex (r% ci ce

CPOI

I . DV
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DISPOSITION FORM
P- . of g4, fot m. ... AR 340-15. the pipoti t o9@*cy Is TAGCEN.

Al ZC MDDS PVS Use of Dogs in Biological Research

TO Dir, Biological Research Svc FROM C, Peripheral Vascular DATE 16 Jun 80 CmT

Clini,.dl Investigations Svc Surgery Service LTC Collins'jc 2621

kATTN: Dr. Parker) Director, Trauma Ctr

1 . This is to confirm out- previous discussion regarding the use of two dogs for studying
,he technique of rectal 43tsal replacement and preparation for performing the same
procedure on human beings. As we discussed, we would like to use two dogs, one
on Monday, 16 June 1980, and the second dog at the convenience of your service and
mine. The training opportunity provided by your unit is most appreciative and should

i(jriificantly enhance the potential for a successful procedure on our human patients.

2. Thank you very much for your support in this regard.

JOHN T. COLLINS, JR., M.D.

LTC, MC
Chief, Peripheral Vascular Surgery Svc

Director, Trauma Center
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DISPOSITION FORM
Poq us* of .| t fi. * AN AR 34-.1 . *e Pe ent et'ncy Is TAGCN.

' fttFfRE-Cr OR OFFICF SYMBOL Si a) C

ATZC-IDDS-GSS Use of Dog Lab Facilities and Canine

TO Clinical Investigation Div FROM C, Gen Surg Svc DATE 30 July 190C CTI

COL Fagarason/sl/269F

1. Request the use of the Clinical Investigation Dog Lab facilities and the use nf
a canine subject for training protocol as follows:

Object: The perfection of technical skill in placement of the Hunter-Sessions
vena caval occluder (intra-vascular balloon device)

Method: In an anesthetized canine subject a cut-down over the right internal
jugular vein and a venotomy through which the vena caval occluding balloon can be

placed in an intra vena caval position. Fluoroscopic capability is requested in
order to ascertain proper positioning of the balloon below the renal veins. It is
anticipated that the balloon will be retrieved from the experimental animal, thus
permiitting salvage of the subject animal.

2. R equest definitive information as to date and time that this teaching/learning
endeavor can be pprformed.

I AWRENCE A. FAGARAS* 4MD
COL, MC
Chief, General Surgery Service
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a)iSPOSMTON FNORM
ouseof this form, see AR 340-15; the -Po ent agencY is This Adiutant Genwao's Offic.

De pt Clin Invest Peripheral Vascular Svc 23 June 11)8(

, i c Research Fac

i is he use of the Biological Research Facility for the purpose of training
.,',i I residents in the techniques of perfor-ming Aortic bypass Graft procedures.

-ilg an be accomplished in conjunction with yoursurgery schedule for the ireviou.;-A
rtJ search protocol 08O/12. Additional animals and supplies are not requircJ..

wil lie an excellent opportunity to provide vascular surgical trainino . hi
, uivconducting a research endeavor, thus minimizing animal utilization,
and maximizing personnel time.

JOHN T. COLLINS, JR. M,.D).
LTC, MC
C, Peripheral Vascular Svc
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DISPOSTON FORM
Pet ** e4 tis fe.m, sem Af US-IS; Ike re9rmn eflncy Is The A4i1~1t G 0114, L -A.

"0101"a OR 0e9m SYMOt SUW@CT

Training. Protocol

POOM DATC CUT I

THRU (1, Dept Clin Invest Peripheral Vascular Svc I Auvist 11R(

"Q Biological Research Facility

I. In reference to our previous discussions of the Hemodynamics Cell Saver Svstem, it
.s requested that the lab animal surgical facility be available for demonstration cf
the equipment. The oWjective will be to demonstrate and train selected individuals
in the trauma unit on the use of the Cell Saver System. This can be accomplished on an
animal that is undergoing an Aortic bypass graft procedure in the previouslv approved
research protocol #80/12. Additional animals will not be reauired for this training

endeavor.

JOHN T. COLLINS, JP. M. D.
LTC, MC
C, Peripheral Vascular SvcI
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DiPOSITION FORM
For Wes ofih *L 3. U .15; 'hegn egm""o is The AdAu0eu,, "Weree'e office.

Microvascular Surgical Training

rem 0 iOAT9 C UMfT1

THRU C, Dept Clin Invest Plastic Surgery Svc

TO C, Bio Research

1. The plastic surgery service request the use of the Biological Research Facility for
the purpose of training the staff and residents in the techniques for performing micro-
vascular surgical prccedures.

2. The use of the surgical facility, operating microscope, microsurgical instruments,

and one animal (rat) per session will be required. The procedures will consist of
various arterial and venous anastamosis. An appropriate general anesthetic will he
required for the animal.

3. It is anticipated that three, two-hour sessions per week will be required. One
or two surgeons will be present at each training class.

Chief, Plastic Surgery Service
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